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Explanation 


The  Ck>de  of  Federal  Regulations  is  a  codiflcatioii  of  the  general  and  permanent 
rules  publiahed  in  the  Federal  Bister  by  the  Executive  departments  and  agen- 
cies of  the  Federal  Government.  The  Code  is  divided  into  50  titles  which  represent 
broad  areas  subject  to  Federal  regulation.  Each  title  is  divided  into  chapters 
which  usually  bear  the  name  of  the  issuing  agency.  Each  chapter  is  further  sub- 
divided into  parts  covering  specific  regulatory  areas. 

Each  volume  of  the  Code  is  revised  at  least  once  each  calendar  year  and  issued 
on  a  Quarterly  basis  approximately  as  follows: 

Title  1  through  Title  16  as  of  January  1 

Title  17  through  Title  27  as  of  April  1 

Title  28  through  Title  41  as  of  July  1 

Title  42  through  Title  50  as  of  October  1 

The  appropriate  revision  date  is  printed  on  the  cover  of  each  volume. 

LEGAL  STATUS 

The  contents  of  the  Federal  Register  are  required  to  be  judicially  noticed  (44 
U.S.C.  1507).  The  Code  of  Federal  Regulations  is  prima  facie  evidence  of  the  text 
of  the  original  documents  (44  U.S.C.  1510). 

HOW  TO  USB  THE  CODE  OF  FEDERAL  REGULATIONS 

The  Code  of  Federal  Regulations  is  kept  up  to  date  by  the  individual  issues 
of  the  Federal  Register.  These  two  publications  must  be  used  together  to  deter- 
mine the  latest  version  of  any  given  rule. 

To  determine  whether  a  Code  volume  has  been  amended  since  its  revision  date 
(in  this  case,  January  1,  2003).  consult  the  "List  of  CFR  Sections  Affected  (LSA)," 
which  is  issued  monthly,  and  the  "Cumulative  List  of  Parts  Affected,"  which 
appears  in  the  Reader  Aids  section  of  the  daily  Federal  Register.  These  two  lists 
will  identify  the  Federal  Roister  page  number  of  the  latest  amendmmt  of  any 
given  rule. 

BFPECJnVE  AND  EXPIRATION  DATES 

Each  volume  of  the  Code  contains  amendments  published  in  the  Federal  Reg- 
ister since  the  last  revision  of  that  volume  of  the  Code.  Source  citations  for 
the  regulations  are  referred  to  by  volume  number  and  page  number  of  the  Federal 
Register  and  date  of  publication.  Publication  dates  and  effective  dates  are  usu- 
ally not  the  same  and  care  must  be  exercised  by  the  user  in  determining  the 
actual  effective  date.  In  instances  where  the  effective  date  is  beyond  the  cut- 
off date  for  the  Code  a  note  has  been  inserted  to  reflect  the  future  effective 
date.  In  those  instances  where  a  regulation  published  in  the  Federal  Register 
states  a  date  certain  for  expiration,  an  appropriate  note  will  be  inserted  following 
the  text. 

OMB  CONTROL  NUMBERS 

The  Paperwork  Reduction  Act  of  1980  (Pub.  L.  96-511)  requires  Federal  agencies 
to  display  an  OMB  control  number  with  their  information  collection  request. 
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Many  agencies  have  beg^un  publishing  numerous  0MB  control  numbers  as  amend- 
ments to  existing:  reg^ulations  in  the  CPR.  These  0MB  numbers  are  placed  as 
close  as  possible  to  the  applicable  recordkeeping  or  reporting  requirements. 

OBSOLETB  PROVISIONS 

ProvlsioiiB  that  become  obsotote  before  the  revision  date  stated  on  the  cover 

of  each  volume  are  not  carried.  Code  users  may  find  the  text  of  provisions  in 
effect  on  a  given  date  in  the  past  by  using-  the  appropriate  numerical  list  of 
sections  affected.  For  the  period  before  January  1.  2001,  consult  either  the  List 
of  CFR  Sections  Affected,  1949-1963,  1964-1972,  1973-1985,  or  1986-2000,  published 
in  11  separate  volomes.  For  the  period  beginning  January  1,  aool,  a  **Llst  of  OFR 
Sections  Affected"  Is  pablished  at  the  end  of  each  CFR  volnme. 

INCORPORATION  BY  RBFBRENCB 

What  la  incorporation  by  reference?  Incorporation  by  reference  was  established 
by  statute  and  allows  Federal  agencies  to  meet  the  requirement  to  publish  regu- 
lations in  the  Federal  Register  by  referring  to  materials  already  published  else- 
where. For  an  incorporation  to  be  valid,  the  Director  of  the  Federal  Register 

must  approve  it.  The  legal  effect  of  incorporation  by  reference  Is  that  the  mate- 
rial is  treated  as  if  it  were  published  in  full  in  the  Federal  Register  (5  U.S.C. 
552(a)).  This  material,  like  any  other  properly  issued  regulation,  has  the  force 
of  ]*w. 

What  is  a  proper  incorporaUon  by  reference?  The  Director  of  the  Federal  Register 
will  approve  an  incorporation  by  reference  only  when  the  requirements  of  1  OFR 

part  51  are  met.  Some  of  the  elements  on  which  approval  is  based  are: 

(a)  The  incorporation  will  substantially  reduce  the  volnme  of  material  pub- 
lished in  the  Federal  Regrister. 

(b)  The  matter  incorporated  is  in  fact  available  to  the  extent  necessary  to 
afford  fairness  and  uniformity  in  the  administrative  process. 

(c)  The  incorporating  document  is  drafted  and  submitted  for  publication  in 
accordance  with  1  CFR  part  51. 

Properly  approved  incorporations  by  reference  in  this  volume  are  listed  In  the 
Finding  Aids  at  the  end  of  this  volume. 

What  if  the  material  incorporated  by  reference  cannot  be  found?  If  you  have  any 
problem  locating  or  obtaining  a  copy  of  material  listed  in  the  F'inding  Aids  of 
this  volume  as  an  approved  incorporation  by  reference,  please  contact  the  agency 
that  issued  the  regulation  containing  that  incorporation.  If,  after  contacting  the 
agency,  you  find  the  material  is  not  available,  please  notiiy  the  Director  of  the 
Federal  Register,  National  Archives  and  Records  Administration,  Washington  DO 
20408,  or  call  (202)  741-6010. 

CFR  INDEXES  AND  TABULAR  GUIDES 

A  subject  Index  to  the  Code  of  Federal  Regulations  is  contained  in  a  separate 

volume,  revised  annually  as  of  January  1.  entitled  CFR  Index  .^nd  Findtnq  AIDS. 
This  volume  contains  the  Parallel  Table  of  Statutory  Authorities  and  Aerency 
Rules  (Table  I).  A  list  of  CFR  titles,  chapters,  and  parts  and  an  alphabetical 
list  of  agencies  publishing  in  the  CFR  are  also  included  in  this  volume. 

An  index  to  the  text  of  "Title  3— The  President"  is  carried  within  that  volume. 

The  Federal  Register  Index  is  Issued  monthly  in  cumulative  form.  This  index 
is  based  on  a  consolidation  of  the  "Contents"  entries  in  the  daily  Federal  Reg- 
ister. 

A  List  of  CFR  Sections  Affected  (LSA)  is  published  monthly,  keyed  to  the 
revision  dates  of  the  50  CFR  titles. 
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REPUBLICATION  OF  BAATERIAL 


There  exe  no  restrictions  on  the  republication  of  material  appearing  in  the 
Code  of  Federal  Regulations. 
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contact  the  issuing  agency.  The  issuing  agency's  name  appears  at  the  top  of 
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For  inauiries  ooncemlng  OFR  reference  assistance,  call  202-741-6000  or  write 
to  the  Director,  Office  of  the  Federal  Register,  National  Archiyes  and  Records 
Administration.  Waaliington,  DC  20408  or  e-mail  info@fedreg.nara.gov. 

SAIiBS 

The  Qoyemment  Printing  Office  (0PO)  processes  all  sales  and  distribution  of 
the  CFR.  For  payment  by  credit  card,  call  toll  free,  866-612-1800  or  DC  area,  200- 
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New  Orders,  P.O.  Box  371954,  Pittsburgh,  PA  15260-7954.  For  GPO  Customer  {Serv- 
ice call  202  512  1803. 

ELECTRONIC  SERVICES 

The  full  text  of  the  Code  of  Federal  Regulations,  The  United  States  Govern- 
ment Manual,  the  Federal  Register.  Public  Laws.  Public  Papers.  Weekly  Compila- 
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in  electronic  format  at  www.access.gpo.gov/nara  ("GPO  Access**).  For  more  infor- 
mation, contact  Blectronic  Information  Dissemination  Services,  U.S.  Govern- 
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The  Office  of  the  Federal  Register  also  offers  a  free  service  on  the  National 
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Title  9— Animals  and 
Aninnal  Products 


CHiis  book  contains  parts  1  to  199) 


Editorial  Note:  Other  regulatioiis  issued  by  the  Department  of  Agriculture  appear  in  title 
7.  title  86,  chapter  n»  and  title  41,  chapter  4. 

Part 
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SUBCHAPTER  A—ANIMAL  WELFARE 


PART  1— DEFINITION  OF  TERMS 

A!  THORiTY  7  U.S.C.  2131-2169;  7  CFR  2.22, 

2.80.  and  371.7. 

§1.1  Definitions. 

For  the  purposes  of  this  subchapter, 
unless  the  context  otherwise  requires, 
the  followliier  terms  ahall  have  the 
meanings  assigned  to  them  in  this  sec- 
tion. The  singular  form  shall  also  sig- 
nify the  plural  and  the  masculine  form 
shall  also  signif>^  the  feminine.  Words 
undefined  in  the  fbllowlng  paragraphs 
shall  have  the  meaning  attributed  to 
them  in  general  usage  as  reflected  by 
definitions  In  a  standard  dictionary. 

AC  Regional  Director  means  a  veteri- 
narian or  his  designee,  employ-  d  by 
APHIS,  who  is  assigned  by  the  Admin- 
istrator to  supervise  and  perform  the 
official  work  of  APHIS  In  a  given  State 
or  States.  As  used  in  part  2  of  this  sub- 
chapter, the  AC  Regional  Director 
shall  be  deemed  to  be  the  person  in 
charge  of  the  official  work  of  APHIS  in 
the  State  in  which  the  dealer,  exhibi- 
tor, research  facility,  intermediate 
handler,  carrier,  or  operator  of  an  auc- 
tion sale  has  his  principal  place  of  busi- 
ness. 

Act  means  the  Act  of  Autrust  24.  1966 
(Pub.  L.  89-544),  (commonly  known  aa 
the  Laboratory  Animal  Welfare  Act), 
as  amended  by  the  Act  of  December  24. 
1970  (Pub.  L.  91-579),  (the  Animal  Wel- 
fare Act  of  1970),  the  Act  of  April  22, 
1976  (Pub.  L.  94-279),  (the  Animal  Wel- 
fare Act  of  1976),  and  the  Act  of  Decem- 
ber 23,  1985  (Pub.  L.  99  198).  (the  Food 
Security  Act  of  1985),  and  as  it  may  be 
subseqaently  amended. 

Activity  means,  for  purposes  of  part  2, 
subpart  C  of  this  subchapter,  those  ele- 
ments of  research,  testing,  or  teaching 

procedures  that  Inyolve  the  care  and 

use  of  animals. 

Administrative  unit  means  the  or^-ani- 
zatiuual  or  management  unit  at  the  de- 
partmental leyel  of  a  research  fEusility. 

Administrator  means  the  Adminis- 
trator of  the  Animal  and  Plant  Health 
Inspection  Service,  U.S.  Department  of 
Agricultore,  or  any  other  official  of  the 
Animal  and  Plant  Health  Ihqiectlon 


Service  to  whom  authority  has  been 
delegated  to  act  in  his  stead. 
Ambient  temperetture  means  the  air 

temperature  surrounding  the  animal. 

Animal  means  any  live  or  dead  dog. 
cat,  nonhuman  primate,  guinea  pig, 
hamster,  rabbit,  or  any  other  warm- 
blooded animal,  which  is  being  used,  or 
is  intended  for  use  for  research,  teach- 
ing, testing,  experimentation,  or  exhi- 
bition purposes,  or  as  a  pet.  This  term 
e.xcludes:  Birds,  rats  of  the  genus 
Rattus  and  mice  of  the  genus  Mus  bred 
for  use  in  research,  and  horses  not  need 
for  research  purposes  and  other  farm 
animals,  such  as,  but  not  limited  to 
livestock  or  poultry,  used  or  intended 
for  use  as  food  or  fiber,  or  livestock  or 
poultry  used  or  intended  for  use  for  im- 
proving animal  nutrition,  breeding, 
management,  or  production  efficiency, 
or  for  improving  the  quality  of  food  or 
fiber.  With  respect  to  a  dog,  the  term 
means  all  dops.  including  those  used 
for  hunting,  security,  or  breeding  pur- 
poses. 

Animal  act  means  any  performance  of 

animals  where  such  animals  are 
trained  to  perform  some  behavior  or 
action  or  are  part  of  a  show,  perform- 
ance, or  exhibition. 

APHIS  official  means  any  person  em- 
ployed by  the  Department  who  is  au- 
thorized to  perform  a  function  under 
the  Act  and  the  regolations  in  9  OFR 
parts  1.  2.  and  3. 

Attending  veterinarian  means  a  person 
who  has  graduated  from  a  veterinary 
school  accredited  by  the  American  Vet- 
erinary  Medical  Association's  Council 
on  Education,  or  has  a  certificate 
issued  by  the  American  Veterinary 
Medical  Association's  Education  Ck>m- 
mission  for  Foreign  Veterinary  Grad- 
uates, or  has  received  equivalent  for- 
mal education  as  determined  by  the 
Administrator:  has  received  training 
and  or  e.xperience  in  the  care  and  man- 
asrement  of  the  species  being  attended; 
and  who  has  direct  or  delegated  au- 
thority for  activities  involving  animals 
at  a  facility  subject  to  the  jorlsdlotion 
of  the  Secretary. 

Buffer  area  means  that  area  in  a  pri- 
mary enclosure  for  a  swim-with-the- 
dolxdiin  program  that  is  off-limits  to 
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members  of  the  public  and  that  di- 
rectly abuts  the  interactive  area. 

Business  hours  means  a  reasonable 
number  of  hours  between  7  a.m.  and  7 
p.m..  Monday  through  Friday,  except 
for  legal  Federal  holidays,  each  week 
of  the  year,  doring  which  inspections 
by  APHIS  may  be  made. 

Bufiiness  year  means  the  12  month  pe- 
riod during  which  business  is  con- 
ducted, and  may  be  either  on  a  cal- 
endar or  fiscal-year  basis. 

Carrier  means  the  operator  of  any  air- 
line, railroad,  motor  carrier,  shipping 
line,  or  other  enterprise  which  is  en- 
gaged in  the  business  of  transporting 
any  animals  for  hire. 

Cat  means  any  live  or  dead  cat  (Felis 
catus)  or  any  cat-hybrid  cross. 

Class  **A"  licensee  (breeder)  means  a 
person  subject  to  the  licensing  require- 
ments under  part  2  and  meeting  the 
definition  of  a  "dealer  '  (§1.1),  and 
whose  business  involving  animals  con- 
sists only  of  animals  that  are  bred  and 
raised  on  the  premises  in  a  closed  or 
Stable  colony  and  those  animals  ac- 
quired for  the  sole  purpose  of  maintain- 
Ini?  or  enhancing  the  breeding  colony. 

Class  "B"  licensee  means  a  person 
subject  to  the  licensing  requirements 
under  part  2  and  meeting  the  definition 
of  a  '"dealer"  (§1.1).  and  whose  business 
includes  the  purchase  and/or  resale  of 
any  animal.  This  term  includes  bro- 
kers, and  operators  of  an  auction  sale, 
as  such  individuals  negotiate  or  ar- 
range for  the  purchase,  sale,  or  trans- 
port of  animals  in  commerce.  Such  in- 
dividuals do  not  usually  take  actual 
phsrsical  possession  or  control  of  the 
animals,  and  do  not  usually  hold  ani- 
mals in  any  facilities.  A  class  *'B**  li- 
censee may  also  exhibit  animals  as  a 
minor  part  of  the  business. 

Class  "C"  licensee  (exhibitor)  means  a 
person  subject  to  the  licensing  require- 
ments under  part  2  and  meeting  the 
definition  of  an  '  exhibitor  '  (§1.1).  and 
whose  business  involves  the  showing  or 
displaying  of  animals  to  the  public.  A 
class  'C"  licensee  may  buy  and  sell 
animals  as  a  minor  part  of  the  business 
in  order  to  maintain  or  add  to  his  ani- 
mal collection. 

Commerce  means  trade,  traiXic,  trans- 
portation.  or  other  commerce: 

(1)  Between  a  place  in  a  State  and 
any  place  outside  of  such  State,  includ- 


ing any  foreign  country,  or  between 
points  within  the  same  State  but 
through  any  place  outside  thereof,  or 
within  any  territory,  possession,  or  the 
District  of  Columbia;  or 

(2)  Which  affects  the  commerce  de- 
scribed in  this  part. 

Committee  means  the  Institutional 
Animal  Care  and  Use  Committee 
(lACUC)  established  under  section  13(b) 
of  the  Act.  It  shall  consist  of  at  least 
three  (3)  members,  one  of  whom  is  the 
attending  veterinarian  of  the  research 
facility  and  one  of  whom  is  not  affili- 
ated in  any  way  with  the  facility  other 
than  as  a  member  of  the  committee, 
however,  if  the  research  facility  has 
more  than  one  Doctor  of  Veterinary 
Medicine  (DVM),  another  DVM  with 
delegated  program  responsibility  may 
serve.  The  research  facility  shall  estab- 
lish the  Committee  for  the  purpose  of 
evaluating  the  care,  treatment,  hous- 
ing, and  use  of  animals,  and  for  certi- 
fying compliance  with  the  Act  by  the 
research  facility. 

Dealer  means  any  person  who,  in 
commerce,  for  compensation  or  parofit, 
delivers  for  transportation,  or  trans- 
ports, except  as  a  carrier,  buys,  or 
sells,  or  negotiates  the  purchase  or  sale 
oft  Any  dog  or  other  animal  whether 
alive  or  dead  (including  unborn  ani- 
mals, organs,  limbs,  blood,  serum,  or 
other  parts)  for  research,  teaching, 
testing,  experimentation,  exhibition, 
or  for  use  as  a  pet;  or  any  dog  for  hunt- 
ing, security,  or  breeding  purposes. 
This  term  does  not  include:  A  retail  pet 
store,  as  defined  in  this  section,  unless 
such  stole  sells  any  animals  to  a  re- 
seai'ch  facility,  an  exhibitor,  or  a  deal- 
er (wholesale);  or  any  person  who  does 
not  sell,  or  negotiate  the  purchase  or 
sale  of  any  wild  or  exotic  animal,  dog. 
or  cat  and  who  derives  no  more  than 
$5(X)  gross  income  f^om  the  sale  of  ani- 
mals oUier  than  wild  or  exotic  anlraAls, 
dogs,  or  cats,  during  any  calendar  year. 

Departtnent  means  the  U.S.  Depart- 
ment of  Agriculture. 

Deputy  Administrator  means  the  Dep- 
uty Administrator  for  Animal  Care 
(AC)  or  any  other  official  of  AC  to 
whom  authority  has  been  delegated  to 
act  in  his  stead. 

Dog  means  any  live  or  dead  dog 
(Canis  familiaris)  or  any  dog-hybrid 
cross. 
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Zhoarf  hamster  means  any  species  of 
hamster  such  as  the  Chinese  and  Arme- 
nian species  wiiose  adult  body  size  is 
BubBtantlaUy  less  than  that  attained 
by  the  Ssrrian  or  Ctolden  species  of 
hamsters. 

Endangered  species  means  those  spe- 
cies defined  in  the  Bndansered  Species 
Act  (16  U.S.C.  1531  et  seq.)  and  as  it  may 
he  subsequently  amended. 

Euthanasia  means  the  humane  de- 
stractton  of  an  aTilmal  accomplished  by 
a  method  that  produces  rapid  uncon- 
sciousness and  subsequent  death  with- 
out evidence  of  pain  or  distress,  or  a 
method  that  utilizes  anesthesia  pro- 
duced by  an  agent  that  causes  painless 
loss  of  consciousness  and  subsequent 
death 

Exhibitor  means  any  person  (public  or 
private)  exhibiting  any  animals,  which 

were  purchased  in  commerce  or  the  in- 
tended distribution  of  which  affects 
commerce,  or  will  a^ect  conamerce,  to 
the  public  for  compensation,  as  deter- 
mined by  the  Secretary.  Tliis  term  in- 
cludes carnivals,  circuses,  animal  acts, 
zous,  and  educational  exhibits,  exhib- 
iting such  animals  whether  operated 
for  profit  or  not.  This  term  excludes  re- 
tail pet  stores,  horse  and  dog  races,  or- 
ganizations sponsoring  and  ail  persons 
participating  in  State  and  county  &irs, 
livestock  shows,  rodeos,  field  trials, 
coursing  events,  purebred  dog  and  cat 
shows  and  any  other  fairs  or  exhibi- 
tions intended  to  advance  agricultural 
arts  and  sciences  as  may  be  determined 
by  the  Secretary. 

Exotic  animal  means  any  animal  not 
identified  in  the  definition  of  "animal** 
provided  in  this  part  that  is  native  to  a 
foreign  country  or  of  foreign  origin  or 
character,  is  not  native  to  the  United 
States,  or  was  introduced  ttom  abroad. 
This  term  specifically  includes  animals 
such  as,  but  not  limited  to.  lions,  ti- 
gers, leopards,  elephants,  camels,  ante- 
lope, anteaters,  Icaaeraroos,  and  water 
buffalo,  and  species  of  foreign  domestic 
cattle,  such  as  Ankole.  Gayal,  and  Yak. 

Farm  animal  means  any  domestic  spe- 
cies of  cattle,  sheep,  swine,  goats,  lla- 
mas, or  horses,  which  are  normally  and 
have  historically,  been  kept  and  raised 
on  farms  in  the  United  States,  and  used 
or  intended  for  use  as  food  or  fiber,  or 
for  improving  animal  nutrition,  breed- 


ing, management,  or  production  effi- 
ciency, or  for  improving  the  quality  of 
food  or  fiber.  This  term  also  includes 
animals  such  as  rabbits,  mink,  and 
chinchilla,  when  they  are  uaed  solely 
for  purposes  of  meat  or  ftir,  and  ani- 
mals  such  as  horses  and  llamas  when 
used  solely  as  work  and  pack  animals. 

Federal  agency  means  an  Executive 
agency  as  such  term  is  defined  in  sec- 
tion 105  of  title  5.  United  States  Code, 
and  with  respect  to  any  research  facil- 
ity means  the  agency  from  which  the 
research  facility  receives  a  Federal 
award  for  the  conduct  of  research,  ex- 
perimentation, or  testing  involving  the 
use  of  animals. 

Federal  award  means  any  mechanism 
(including  a  grant,  award,  loan,  con- 
tract, or  cooperative  agreement)  under 
which  Federal  funds  are  used  to  sup- 
port the  conduct  of  research,  experi- 
mentation, or  testing,  involving  the 
use  of  animals.  The  permit  system  es- 
tablished under  the  authorities  of  the 
Endangered  Species  Act.  the  Marine 
Mammal  Protection  Act.  and  the  Mi- 
gratory Bird  Treaty  Act,  are  not  con- 
sidered to  be  Federal  awards  under  the 
Animal  Welfare  Act. 

Federal  research  facility  means  each 
department,  agency,  or  instrumen- 
tality of  the  United  States  which  uses 
live  animals  for  research  or  experimen- 
tation. 

Field  study  means  a  study  conducted 
on  free-living  wild  animals  in  their 
natural  habitat.  However,  this  term  ex- 
cludes any  study  that  involves  an 
invasive  procedure,  harms,  or  materi- 
ally alters  the  behavior  of  an  animal 
under  study. 

Handling  means  petting,  feeding,  wa- 
tering, cleaning,  manipulating,  load- 
ing, crating,  shifting,  transferring,  im- 
mobilizing, restraining^,  treating-,  train- 
ing, working  and  moving,  or  any  simi- 
lar activity  with  respect  to  any  ani- 
mal. 

Housing  facility  means  any  land, 
premises,  shed.  barn,  building,  trailer, 
or  other  structuie  or  aiea  housing  or 
intended  to  house  animals. 

HuMd  cross  means  an  animal  result- 
ing from  the  crossbreeding  between 
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two  different  species  or  types  of  ani- 
mals. Crosses  between  wild  animal  spe- 
cies,  BQCh  as  Hons  and  tigers,  are  con- 
sidered to  be  wild  animals.  Crosses  be- 
tween wild  animal  species  and  domes- 
tic animals,  such  as  dogs  and  wolves  or 
bufCELlo  and  domestic  cattle,  are  consid- 
ered to  be  domestic  animals. 

Impervious  surface  means  a  surface 
that  does  not  permit  the  absorption  of 
fluids.  Such  surfaces  are  those  that  can 
be  thoroughly  and  repeatedly  cleaned 
and  disinfected,  will  not  retain  odors, 
and  from  which  fluids  bead  up  and  run 
off  or  can  be  removed  without  their 
being  absorbed  into  the  surface  mate- 
rial. 

Indoor  housing  facility  means  any 
structure  or  building  with  environ- 
mental controls  housing  or  intended  to 
house  animals  and  meeting  the  fol- 
lowing three  requirements: 

(1)  It  must  be  capable  of  controlling 
the  temperature  within  the  building  or 
structure  within  the  limits  set  forth 
for  that  species  of  animal,  of  maintain- 
ing humidity  levels  of  30  to  70  percent 
and  of  rapidly  eliminating  odors  from 
within  the  buildinpr:  and 

(2)  It  must  be  an  enclosure  created  by 

the  contlnnoiis  connection  of  a  roof, 
floor,  and  walls  (a  shed  or  bam  set  on 

top  of  the  ground  does  not  have  a  con- 
tinuous connection  between  the  walls 
and  the  ground  unless  a  foundation  and 
floor  are  provided);  and 

(3)  It  must  have  at  least  one  door  for 
entry  and  exit  that  can  be  opened  and 
dosed  (any  windows  or  openings  which 
provide  natural  light  must  be  covered 
with  a  transparent  material  such  as 
glass  or  hard  plastic). 

Interactive  area  means  that  area  in  a 
primary  enclosure  for  a  swlm-with-the- 
dolphin  program  where  an  interactive 
session  takes  place. 

hUeraetlve  session  means  a  swim-with- 
the-dolphin  program  session  where 
members  of  the  public  enter  a  primary 
enclosure  to  interact  with  cetaceans. 

Interme^te  handler  means  any  per- 
son, including  a  department,  agency,  or 
instrumentality  of  the  United  States 
or  of  any  State  or  local  government 
(other  than  a  dealer,  research  feM»ility, 
exhibitor,  any  person  excluded  from 
the  definition  of  a  dealer,  research  fa- 
cility, or  exhibitor,  an  operator  of  an 
auction  sale,  or  a  carrier),  who  is  en- 


gaged in  any  business  in  which  he  re- 
ceives custody  of  animals  in  connec- 
tion with  Idieir  transportation  in  com- 
merce. 

Inspector  means  any  person  employed 
by  the  Department  who  is  authorized 
to  perform  a  function  under  the  Aot 
and  the  regulations  in  9  OFR  parts  1, 2, 

and  3. 

Institutional  official  means  the  indi- 
vidual at  a  research  facility  who  is  au- 
thorised to  legally  commit  on  behalf  Of 
the  research  facility  that  the  require- 
ments of  9  CFR  j;>arts  1,  2,  and  3  will  be 
met. 

Isolation  in  regard  to  marine  mam- 
mals means  the  physical  separation  of 
animals  to  prevent  contact  and  a  sepa- 
rate, nonconimon,  water  circulation 
and  filtration  system  for  the  isolated 
animals. 

Licensed  veterinarian  means  a  person 
who  has  graduated  from  an  accredited 
school  of  veterinary  medicine  or  has 
received  equivalent  formal  education 
as  determined  by  the  Administrator, 
and  who  has  a  valid  license  to  practice 
veterinary  medicine  in  some  State. 

Licensee  means  any  person  licensed 
according  to  the  provisions  of  the  Act 
and  the  regulations  In  part  2  ot  this 
subchapter. 

Major  nperativp  procedure  means  any 
surgical  intervention  that  penetrates 
and  exposes  a  body  cavity  or  any  proce- 
dure which  produces  permanent  im- 
pairment of  physical  or  physiological 
functions.   

Minimwn  horizontal  dimension  (MHD) 
means  the  diameter  of  a  circular  pool 
of  water,  or  in  the  case  of  a  square,  rec- 
tangle, oblong,  or  other  shape  pool,  the 
diameter  of  the  largest  circle  that  oan 
be  inserted  within  the  confines  of  such 
a  pool  of  water. 

Mobile  or  traveling  housing  facility 
means  a  transporting  vehicle  such  as  a 
truck,  trailer,  or  railway  car,  used  to 
house  animals  while  traveling  for  exhi- 
bition or  public  education  purposes. 

NoncondiUoned  animals  means  ani- 
mals which  have  not  been  subjected  to 
special  care  and  treatment  for  suffi- 
cient time  to  stabilize,  and  where  nec- 
essary, to  improve  their  health. 

Nonhuman  primate  means  any 
nonhuman  member  of  the  highest  order 
of  mammals  including  prosimians, 
monkeys,  and  ai>es. 
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Operator  of  an  auction  sale  means  any 
person  who  is  eng-ag-ed  in  operating-  an 
auction  at  wMch  animals  are  pur- 
chased or  sold  in  commerce. 

Outdoor  housing  facility  means  any 

structure,  buildinpr.  land,  or  premise, 
housing  or  intended  to  house  animals, 
which  does  not  meet  the  definition  of 
any  other  tjrpe  of  honslner  fiMsility  pro- 
vided In  the  regulations,  and  In  which 
temperatures  cannot  be  controlled 
within  set  limits. 

Painful  procedure  as  applied  to  any 
animal  means  any  procedure  that 

woultl  reasonably  be  expected  to  cause 
more  than  slight  or  momentary  pain  or 
distress  in  a  human  being  to  which 
that  procedure  was  aiq;>lled,  that  is, 
IMln  in  excess  of  that  caused  by  injec- 
tions or  other  minor  procedures. 

Paralytic  drug  means  a  drug  which 
causes  partial  or  complete  loss  of  mns- 
cle  contraction  and  which  has  no  anes- 
thetic or  analeeslc  properties,  so  that 
the  animal  cannot  move,  but  is  com- 
pletely aware  of  its  surroundings  and 
can  feel  pain. 

Person  means  any  individual,  part- 
nership, firm,  joint  stock  company, 
corporation,  association,  trust,  estate, 
or  other  legal  entity. 

Pet  animal  means  any  animal  that 
has  commonly  been  kept  as  a  pet  in 
family  households  in  the  United 
States,  such  as  dogs,  cats,  guinea  pigs, 
rabbits,  and  hamsters.  This  term  ex- 
cludes exotic  animals  and  wild  ani- 
mals. 

Positive  physical  contact  means  pet- 
ting, stroking,  or  other  touching, 
which  is  beneficial  to  the  well-being  of 
the  animal. 

Pound  or  shelter  means  a  facility  that 
accepts  and/or  seises  animals  for  the 
purpose  of  caring-  for  them,  placing 
them  through  adoption,  or  carrying 
out  law  enforcement,  whether  or  not 
the  facility  is  operated  for  profit. 

Prunary  conveyance  means  the  main 
method  of  transportation  used  to  con- 
vey an  animal  from  origin  to  destina- 
tion, such  as  a  motor  vehicle,  plane, 
ship,  or  train. 

Primary  enclosure  means  any  struc- 
ture or  device  used  to  restrict  an  ani- 
mal or  animals  to  a  limited  amount  of 
^pace,  such  as  a  room,  pen,  run,  cage, 
compartment,  pool,  or  hutch. 


Principal  investigator  means  an  em- 
ployee of  a  research  facility,  or  other 
person  associated  with  a  research  facil- 
ity, responsible  for  a  proposal  to  con- 
duct research  and  for  the  design  and 
implementation  of  research  involving 
animals. 

Quorum  means  a  majority  of  the 
Committee  members. 
Random  source  means  dogs  and  cats 

obtained  from  animal  pounds  or  shel- 
ters, auction  sales,  or  from  any  person 
who  did  not  breed  and  raise  them  on 
his  or  her  premises. 

Registrant  means  any  research  facil- 
ity, carrier,  intermediate  handler,  or 
exhibitor  not  required  to  be  licensed 
under  section  3  of  the  Act,  registered 
pursuant  to  the  provisions  of  the  Act 
and  the  regulations  in  part  2  of  this 
subchapter. 

Resrarch  facility  means  any  school 
(except  an  elementary  or  secondary 
school),  institution,  organisation,  or 
person  that  uses  or  intends  to  use  live 
animals  in  research,  tests,  or  experi- 
ments, and  that  (1)  purchases  or  trans- 
ports live  animals  in  commerce,  or  (2) 
receives  fbnds  under  a  grant,  award, 
loan,  or  contiar^t^  from  a  department, 
agency,  or  instrumentality  of  the 
United  States  for  the  purpose  of  car- 
r3ring  out  research,  tests,  or  experi- 
ments: Provided,  That  the  Adminis- 
trator may  exempt,  by  regulation,  any 
such  school,  institution,  organization, 
or  person  that  does  not  use  or  intend  to 
use  live  dogs  or  cats,  except  those 
schools,  institutions,  organizations,  or 
persons,  which  use  substantial  numbers 
(as  determined  by  the  Administrator) 
of  live  animals  the  principal  function 
of  which  schools,  institutions,  organi- 
zations, or  persons,  is  biomedical  re- 
search or  testing,  when  in  the  judg- 
ment of  the  Administrator,  any  such 
exemption  does  not  vitiate  the  purpose 
of  the  Act. 

Retail  pet  store  mean.-^  any  outlet 
where  only  the  following  animals  are 
sold  or  offered  for  sale,  at  retail,  for 
use  as  pets:  Dogs.  cats,  rabbits,  guinea 
pigs,  hamsters,  gerbils,  rats.  mice,  go- 
phers, chinchilla,  domestic  ferrets,  do- 
mestic fium  animals,  birds,  and  cold- 
blooded species.  Such  definition  ex- 
cludes— 
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(1)  Establishments  or  persons  who 
deal  in  dogs  used  for  hunting,  security, 
or  breeding  purposes; 

(2)  Bstabliahments  or  persons  exhib- 
iting:, selliner.  or  offering  to  exhibit  or 
sell  any  wild  or  exotic  or  other  nonpet 
species  of  waiiiiblooded  animals  (ex- 
cept birds),  such  as  skunks,  raccoons, 
nonhuman  primates,  sqnlrrels,  ocelots, 
foxes,  coyotes,  etc.; 

(3)  Any  establishment  or  person  sell- 
ing warmblooded  animals  (except  birds, 
and  laboratory  rats  and  mice)  for  re- 
search or  exhibition  purposes;  and 

(4)  Any  establishment  wholesaling 
any  animals  (except  birds,  rats  and 
mice). 

(5)  Any  establishment  exhibiting  pet 
animals  in  a  room  that  is  separate 
firom  or  adjacent  to  the  retail  pet  store, 
or  in  an  outside  area,  or  anywhere  off 
the  retail  pet  store  premises. 

Sanctuary  area  means  that  area  in  a 
primary  enclosure  for  a  swim-with-the- 
dolphin  program  that  is  off-limits  to 
the  public  and  that  directly  abuts  the 
buffer  area. 

Sanitbge  means  to  make  pihysically 
clean  and  to  remove  and  destroy,  to 

the  maximum  degree  that  is  practical, 

agents  injurious  to  health. 

Secretary  means  the  Secretary  of  Ag- 
riculture of  the  United  States  or  his 
representative  who  shall  be  an  em- 
ployee of  the  Department. 

Sheltered  housing  facility  means  a 
housing  facility  which  provides  the 
animals  with  shelter;  protection  from 
the  elements;  and  protection  from  tem- 
perature extremes  at  all  times.  A  shel- 
tered housincr  facility  may  consist  of 
runs  or  pens  totally  enclosed  in  a  bam 
or  building,  or  of  connecting  inside/out- 
side  runs  or  pens  with  the  inside  pens 
in  a  totally  enclosed  building. 

Standards  means  the  requirements 
with  respect  to  the  humane  housing, 
exhibition,  handling,  care,  treatment, 
temperature,  and  transportation  of 
animals  by  dealers,  exhibitors  research 
facilities,  carriers,  intermediate  han- 
dlers, and  operators  of  auction  sales  as 
set  forth  in  part  3  of  this  subchapter. 

State  means  a  State  of  the  United 
States,  the  District  of  Columbia,  Com- 
monwealth of  Puerto  Rico,  the  Virgin 
Islands.  Guam.  American  Samoa,  or 
any  other  territory  or  possession  of  the 
United  States. 


Study  area  means  any  building  room, 
area,  enclosure,  or  other  containment 
outside  of  a  core  facility  or  centrally 
designated  or  managed  area  in  which 
animals  are  housed  for  more  than  12 
hours. 

Simm-with-the-dolphin  (SWTD)  pro- 
gram means  any  human-cetacean  inter- 
active program  in  which  a  member  of 

the  public  enters  the  primary  enclosure 
in  which  an  SWTD  designated  cetacean 
is  housed  to  interact  with  the  animal. 
This  interaction  includes,  but  such  in- 
clusions are  not  limited  to,  wading, 
swimming,  snorkeling,  or  scuba  diving 
in  the  enclosure.  This  interaction  ex- 
dudes,  but  such  exclusions  are  not  lim- 
ited to.  feeding  and  petting  pools,  and 
the  participation  of  any  membens)  of 
the  public  audience  as  a  minor  segment 
of  an  educational  presentation  or  per- 
formance of  a  show. 

Transporting  device  means  an  Interim 
vehicle  or  device,  other  than  man,  used 
to  transport  an  animal  between  the 
primary  conveyance  and  the  terminal 
facility  or  in  and  around  the  terminal 
facility  of  a  carrier  or  intermediate 
handler. 

Transporting  vehicle  means  any  truck, 
car,  trailer,  airplane,  ship,  or  railroad 
car  used  for  transporting  animals. 

Weaned  means  that  an  animal  has  be- 
come accustomed  to  take  solid  Ibod 
and  has  so  done,  without  nursing,  for  a 
period  of  at  least  5  days. 

Wild  animal  means  any  animal  which 
is  now  or  historically  has  been  found  in 
the  wild,  or  in  the  wild  state,  within 
the  boundaries  of  the  United  States,  its 
territories,  or  possessions.  This  term 
includes,  but  is  not  limited  to,  animals 
such  as;  Deer,  skunk,  opossum,  rac- 
coon, mink,  armadillo,  coyote,  squir- 
rel, fox,  wolf. 

Wild  state  means  living  in  its  origi- 
nal, natural  condition;  not  domes- 
ticated. 

Zoo  means  any  paik,  building,  cage, 
enclosure,  or  other  structure  or 
premise  in  which  a  live  animal  or  ani- 
mals are  kept  for  public  exhibition  or 
viewing,  regardless  of  compensation. 

154  FR  36119.  Aug.  31.  1989.  as  amended  at  55 
FR  12631.  Apr.  5,  1990:  58  FR  39129.  July  22, 
1993:  62  FR  13275,  Aug.  13.  1997:  63  FR  47148, 
Sept.  4.  1998:  63  FR  62826.  Mov.  10.  1996;  66  FB 
6314,  Feb.  9,  20001 
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Effkctivk  Date  Note:  At  64  FR  15920.  Apr. 
2,  1999,  the  definitions  of  buffer  area,  inter- 
active area,  inUfoc^ve  session,  sanctuary  area, 
and  sirim-with-the-dnlphin  (SWTD)  progfom 
were  suspended,  effective  Apr.  2, 1999. 

PART  2— REGULATIONS 
subpart  A-Uoemlng 

Sec. 

2.1  Requirements  and  application. 

2.2  Acknowledgement  of  regulations  and 
standards. 

2.3  Demon.stiation  of  compliance  with 
standards  and  regulations. 

2.4  Non-interference  with  APHIS  omcials. 

2.5  Dmatloii  of  Uoenae  and  tenniiiation  of 
license. 

2.6  Annual  license  fees. 

2.7  Annnal  report  by  UceuBeM. 

2.8  Notification  of  chanpe  of  name,  address, 
control,  or  ownei'sMp  of  business. 

2.0  Ofllcers.  agents,  and  enuAospees  of  li- 
censees whose  licenses  bave  been  sos- 
pended  or  revoked. 

2.10  Licensees  wbose  licenses  bave  been  sus- 
pended or  revoked. 

2.11  Denial  of  initial  license  application. 

2.26  ReavlranMits  and  procedures. 
2.26  Acknowledgement  of  regialations  and 
standards. 

2 J7  Notification  of  change  of  operation. 

Subpart  C—RMeofch  FadilHM 

2.30  Regi.stration. 

2.31  Institutional  Animal  Care  and  Use 
Committee  (lACUC). 

2.32  Personnel  qualifioationB. 

2.33  Attending  veterinarian  and  adequate 
veterinary  care. 

2.34  [Reserved] 

2.35  Recordkeeping  requirements. 

2.36  Annual  report. 

2.87  Federal  research  fsdlities. 

2.88  Miscellaneous. 

Siiapart^^HWydlg 

2.40  Attending  veterinarian  and  adequate 
veterinary  care  (dealers  and  «chibitors). 

<h#Mfw*  E<->4ciMiillfleerilfin  of  Anfemcis 

2.50  Time  and  method  of  ideutlllcation. 

2.61  Form  of  official  tag. 

2  52  Ho w  to  obtain  tags. 

2.53  Use  of  tags. 

2.04  Lost  tags. 

2.56  Removal  and  disposal  of  tags. 


^^^^^^1  pH^ioifn  AninMb 

2.60  Prohibition  on  the  purchase,  sale.  use. 
or  trattq;K>rtation  of  stolen  animals. 

subpart  ^^^ecoidi 

2.75  Records:  Dealers  and  exhibitors. 

2.76  Records:  Operators  of  auction  sales  and 

brokers. 

2.77  Records:  Carriers  and  intermediate 
handlers. 

2.78  Health  certification  and  identification. 

2.79  C.O.D.  shipments. 

2.80  Records,  disposition. 

Subpart  H— Compliance  With  Stondoidl 
and  Holding  Pefk>d 

2.100  Compliance  with  standards. 

2.101  Holding  period. 

2.102  Holding  fiacility. 

Subpart  I— Miscellaneous 

2.125  Information  as  to  business;  furnishing 
of  same  by  dealers,  sadiibitors,  opwators 
of  auction  sales,  intsnnedlate  handlers, 
and  caiTiers. 

2.126  Access  and  inspection  of  records  and 

property. 

2.127  Publication  of  names  of  persons  sub- 
ject to  the  provisions  of  tiite  part. 

2.128  Inspection  for  missing  animals. 

2.129  Confiscation  and  destruction  of  ani- 
mals. 

2.130  Minimum  age  requirements. 

2.131  Handling  of  animals. 

2.132  Procurement  of  random  soUTCe  dogs 
and  cats,  dealers. 

2.133  Certification  for  random  source  dogs 
and  cats. 

Authority:  7  U.S.C.  2131-2169;  7  CFR  2.22. 
2.80,  and  971.7. 

Soubob:  54  FR  36147,  Aug.  SI,  1908.  unless 
otherwise  noted. 

Subpart  A— Licensing 

1%1  BequirsMents  and  ignpltoetioD. 

(a)(1)  Any  person  operatlns"  or  deslr^ 
ing  to  operate  as  a  dealer,  exhibitor,  or 
operator  of  an  auction  sale,  except  per- 
80118  who  are  «zempted  from  the  licens- 
ing: requirements  under  paragraph 
(a)(3)  of  this  section,  must  have  a  valid 
license.  A  person  must  be  18  years  of 
age  or  older  obtain  a  license.  A  per> 
son  seeking  a  license  shall  apply  on  a 
form  which  will  be  furnished  by  the  AC 
Regional  Director  in  the  State  in 
which  that  peirson  operates  or  Intends 
to  operate.  Hie  applicant  shall  provide 
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the  information  requested  on  the  appli- 
cation form,  including  a  valid  mailing 
addrees  througrh  wbloh  tlie  lloeoaea  or 
ajvpUcant  can  be  reached  at  all  times, 

and  a  valid  premises  address  where  ani- 
mals, animal  facilities,  equipment,  and 
records  may  be  liuqpeoted  for  compli- 
ance. The  applicant  diall  file  the  com- 
plptcd  application  form  with  tlie  AO 
Regional  Director. 

(2)  If  an  applicant  for  a  license  or  li- 
cense renewal  operates  in  more  than 
one  State,  he  or  she  shall  apply  in  the 
State  in  which  he  or  she  has  his  or  her 
principal  place  of  business.  All  prem- 
ises, focilities,  or  sites  where  such  per- 
son operates  or  keeps  animals  shall  be 
Indicated  on  the  application  form  or  on 
a  separate  sheet  attached  to  it.  The 
completed  application  form,  along:  with 
the  application  fee  indicated  in  para- 
graph (d)  of  this  section,  and  the  an- 
nual license  fee  indicated  in  table  1  or 
2  of  f  2.6  shall  be  filed  with  the  AO  Re- 
gional Director. 

(3)  The  following-  persons  are  oxompt 
from  the  licensing  requiremenLtj  under 
section  2  or  section  3  of  the  Act: 

(1)  Retail  pet  stores  which  sell  non- 
dangerous,  pet-type  animals,  such  as 
dogs,  cats,  birds,  rabbits,  hamsters, 
guinea  pigs,  goidiers,  domestic  ferrets, 
chinchilla,  rats,  and  mice,  for  pets,  at 
retail  only:  Provided,  That,  Anyone 
wholesaling  any  animals,  selling  any 
animals  for  research  or  exhibildon,  or 
selling  any  wild,  exotic,  or  nonpet  ani- 
mals retail,  must  have  a  license: 

(ii)  Any  pei'son  who  sells  or  nego- 
tiates the  sale  or  purchase  of  any  ani- 
mal except  wild  or  exotic  animals, 
dogrs.  or  cats,  and  who  derives  no  more 
than  $500  gross  income  from  the  sale  of 
such  animals  to  a  research  facility,  an 
exhibitor,  a  dealer,  or  a  pet  store  dur- 
ing any  calendar  year  and  is  not  other- 
wise required  to  obtain  a  license; 

(ill)  Any  person  who  maintains  a 
total  of  three  C3)  or  fewer  breeding  fe- 
male dogs  andor  cats  and  who  sells 
only  the  offspring  of  these  dogs  or  cats, 
which  were  bom  and  raised  on  his  or 
her  premises,  for  pets  or  exhibition, 
and  is  not  otherwise  required  to  obtain 
a  license; 

(iv)  Any  person  who  sells  fewer  than 

25  dopTS  and'or  cats  per  year  which  were 
born  and  raised  on  his  or  her  premises, 
for  research,  teaching,  or  testing  pur- 
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poses  or  to  any  research  facility  and  is 
not  otherwise  required  to  obtain  a  li- 
cense. The  sale  of  any  dog  or  oat  not 
Horn  and  raised  on  the  premises  for  re- 
search purposes  requires  a  license; 

(V)  Any  person  who  arranges  for 
transportation  or  transports  animals 
solely  for  the  purpose  of  breeding,  ex- 
hibiting in  purebred  shows,  boarding 
(not  in  association  with  commercial 
transportation),  grooming,  or  medical 
treatment,  and  is  not  otherwise  re- 
quired to  obtain  a  license; 

(vi)  Any  person  who  buys,  sells, 
transports,  or  negotiates  the  sale,  pur- 
chase, or  transportation  of  any  animals 
used  only  for  the  purposes  of  food  or 
fiber  (including  fur); 

(vil)  Any  person  who  breeds  and 
raises  domestic  pet  animals  for  direct 
retail  sales  to  another  person  for  the 
buyer"s  own  use  and  who  buys  no  ani- 
mals for  resale  and  who  sells  no  ani- 
mals to  a  research  facility,  an  exhibi- 
tor, a  dealer,  or  a  pet  store  (e.g.,  a 
purebred  dog-  or  cat  fancier)  and  is  not 
otherwise  required  to  obtain  a  license; 

(viii)  Any  person  who  busrs  animals 
solely  for  his  or  her  own  use  or  enjoy- 
ment and  does  not  sell  or  exhibit  ani- 
mals, or  is  not  otherwise  required  to 
obtain  a  license; 

(b)  Any  person  who  sells  fewer  than 
25  dogs  or  cats  per  year  for  research  or 
teaching  purposes  and  who  is  not  oth- 
erwise required  to  obtain  a  license  may 
obtain  a  voluntary  license,  provided 
the  animals  were  born  and  raised  on 
his  or  her  premises.  A  voluntary  li- 
censee shall  comply  with  the  requlre- 
ments  for  dealers  set  forth  in  this  part 
and  the  Specifications  for  the  Humane 
Handling,  Care,  Treatment,  and  Trans- 
portation of  Dogs  and  Cats  set  forth  in 
part  3  of  this  subchapter  and  shall 
agree  in  writing  on  a  form  furnished  by 
APHIS  to  comply  with  all  the  require- 
ments of  the  Act  and  this  subchapter. 
Voluntary  licenses  will  not  be  issued  to 
any  other  persons.  To  obtain  a  vol- 
untary license  the  applicant  shall  sub- 
mit to  the  AO  Regional  Director  the 
application  fee  of  $10  plus  an  annual  li- 
cense fee.  The  class  of  license  issued 
and  the  fee  for  a  voluntary  license 
shall  be  that  of  a  Class  "A**  liceoMe 
(breeder).  Voluntary  licenses  will  not 
be  issued  to  any  other  persons  or  for 
any  other  class  of  license. 
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(0)  No  person  shall  liave  more  than 

one  license. 

(d)  A  license  will  he  issued  to  any  ap- 
plicant, except  as  provided  in  §§2.10  and 
2.11,  when  the  applicant: 

(1)  Has  met  the  requirements  of  this 
section  and  of  §§2.2  and  2.3:  and 

(2)  Has  paid  the  application  fee  of  $10 
and  tlie  annual  license  fee  indicated  in 
f  2.6  to  the  AC  Regional  Director  and 
the  payment  has  cleared  normal  hank- 
ing: procedures, 

(e)  (1)  On  or  before  the  expiration  date 
of  the  license,  a  licensee  who  wishes  a 
renewal  shall  snhmlt  to  the  AC  Re- 
glonal  Director  a  completed  applica- 
tion form  and  the  application  fee  of  $10, 
plus  the  annual  license  fee  indicated  in 
f  2.6  by  certified  check,  cashier's  check, 
personal  check,  or  money  order.  A  vol- 
untary licensee  who  wishes  a  renewal 
shall  also  submit  the  $10  application 
fee  plus  an  annual  license  fee.  An  appli- 
cant whose  check  is  returned  by  the 
bank  will  be  charged  a  fee  of  $15  for 
each  returned  check.  One  returned 
check  will  be  deemed  nonpayment  of 
fees  and  will  result  in  denial  of  license. 
Payment  of  fees  must  then  be  made  by 
certified  check,  cashier's  check,  or 
money  order.  An  applicant  will  not  be 
licensed  until  his  or  her  pajrment  has 
cleared  normal  banking  procedures. 

(2)  The  $10  application  fee  must  also 
be  paid  if  an  applicant  is  applying  for  a 
changed  class  of  license.  The  applicant 
may  pay  such  lises  by  certified  check, 
ca8hler*B  check,  personal  check,  or 
money  order.  An  applicant  whose 
check  is  returned  by  a  bank  will  be 
charged  a  fee  of  $15  for  each  returned 
check  and  will  be  required  to  pay  all 
subsequent  fees  by  certified  check, 
money  order,  or  cashier's  check.  A  li- 
cense will  not  be  issued  until  payment 
has  cleared  normal  banking  ivoce- 
dures. 

(f)  The  failure  of  any  person  to  com- 
jdy  with  any  provision  of  the  Act,  or 
any  of  the  provisions  of  the  regulations 
or  standards  in  this  subchapter,  shall 
constitute  grounds  for  denial  of  a  li- 
cense; or  for  its  suspension  or  revoca- 
tion by  the  Secretary,  as  pfrovided  in 
the  Act. 

[M  FR  8n47,  Aug.  31,  1969,  as  amended  at  98 
FR  99936,  Nov.  10, 199Q 


§2,2  AcknowledganeBft  of  fegnlatioiiB 
and  standards. 

(a)  AppUcation  for  initial  license. 
APHIS  will  supply  a  copy  of  the  appli- 
cable regulations  and  standards  to  the 
applicant  with  each  requeet  for  a  li- 
cense application.  The  applicant  shall 
acknowledge  receipt  of  the  regulations 
and  standards  and  agree  to  comply 
with  them  by  signing  the  application 
form  before  a  license  will  be  issued. 

(b)  Application  for  license  renewal. 
APHIS  will  supply  a  copy  of  the  appli- 
cable regulations  and  standards  to  the 
applicant  for  license  renewal  with  each 
request  for  a  license  renewal.  Before  a 
license  will  be  renewed,  the  applicant 
for  license  renewal  shall  acknowledge 
receipt  if  the  regulations  and  standards 
and  shall  certify  by  signing  the  appli- 
cations form  that,  to  the  best  of  the 
applicant's  knowledge  and  belief,  he  or 
she  is  in  compliance  with  the  regula- 
tions and  standards  and  agrees  to  con- 
tinue to  comply  with  the  regulations 
and  standards. 

[60  FR  13895,  Mar.  15,  1995] 

§2.3   Demonstration     of  complianoe 
with  standards  and  regulations. 

(a)  Each  applicant  must  demonstrate 
that  his  or  her  premises  and  any  ani- 
mals, facilities,  vehicles,  equipment,  or 

other  premises  used  or  intended  for  use 
in  the  business  comply  with  the  regula- 
tions and  standards  set  forth  in  parts  2 
and  3  of  this  subchapter.  Bach  appli- 
cant for  an  initial  license  or  license  re- 
newal must  make  his  or  her  animals, 
premises,  facilities,  vehicles,  equip- 
ment, other  premises,  and  records 
available  for  inspection  during  busi- 
ness hours  and  at  other  times  mutually 
agreeable  to  the  applicant  and  APHIS, 
to  ascertain  the  applicant's  complianoe 
with  the  standards  and  resrulations. 

(b)  In  the  case  of  an  application  for 
an  initial  license,  the  applicant  must 
demonstrate  complianoe  with  the  regu- 
lations  and  standards,  as  required  in 
paragraph  (a)  of  this  section,  before 
APHIS  will  issue  a  license.  If  the  appli- 
cant's animals,  premises,  facilities,  ve- 
hicles, equipment,  other  premises,  or 
records  do  not  meet  the  requirements 
of  this  subchapter,  APHIS  will  advise 
the  i^n»llcant  of  existing  defidenolee 
and  the  corrective  measures  that  must 
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be  completed  to  come  into  compliance 
with  the  regrulations  and  standards. 
Tbe  applicant  will  have  two  more 
ohanoM  to  demonBtrate  his  or  her  com- 
pliance with  the  regulations  and  stand- 
ards through  re-inspection  by  APHIS. 
If  the  applicant  ISails  the  third  inspec- 
tion he  or  she  will  forfeit  the  applica- 
tion fee  and  cannot  re-apply  for  a  li- 
cense for  a  period  of  6  months  following 
the  third  inspection.  Issuance  of  the  li- 
cense will  be  denied  until  the  applicant 
demonstrates  upon  inspection  that  the 
animals,  premises,  facilities,  vehicles, 
equipment,  other  premises  and  records 
are  In  compliance  with  all  regulations 
and  standards  in  this  subchapter. 

I&4  Nan-inteffteenca  with  APmS  om- 
oials* 

A  licensee  or  applicant  for  an  initial 
license  shall  not  interfere  with,  threat- 
en, abuse  (including  verbally  abuse),  or 
harass  any  APHIS  official  in  the  course 
of  canning  out  his  or  her  duties. 

82.5  Duration  of  Uoense  and  termi- 
imtiiwi  of  license* 

(a)  A  license  issued  under  this  part 
shall  be  valid  and  effective  unless: 

(1)  The  license  has  been  revoked  or 
suspended  pursuant  to  section  19  of  the 

Act. 

(2)  The  license  is  voluntarily  termi- 
nated upon  request  of  the  licensee,  in 
writing,  to  the  AC  Regional  Director. 

(3)  The  license  has  expired  or  been 
terminated  under  this  part. 

(4)  The  applicant  has  failed  to  pay 
the  application  fee  and  the  annual  li- 
cense fee  as  requiied  in  §§2.1  and  2.6. 
There  will  be  no  refund  of  fees  if  a  li- 
cense is  terminated  inior  to  its  expira- 
tion date. 

fb)  Any  person  who  i.s  licensed  must 
file  an  application  for  a  license  renewal 
and  an  annual  report  form  (APHIS 
Form  7003A^S  Form  l»-3)  as  required  by 
§2  7.  and  pay  the  required  fees,  on  or 
before  the  expiration  date  of  the 
present  license  or  the  license  shall  ex- 
pire and  automatically  terminate  on 
its  anniversary  date.  The  licensee  will 
be  notified  by  certified  mail  at  least  60 
days  prior  to  the  expiration  date  of  the 
license.  Failure  to  comply  with  the  an- 
nual reporting  re(iinrements.  or  to  pay 
the  required  license  lees  prior  to  the 
expiration  date  of  the  license,  shall  re- 
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suit  in  automatic  termination  of  such 
license  on  the  anniversary  date  of  the 
license. 

(c)  Licensees  must  accept  delivery  of 

reg^istered  mail  or  certified  mail  notice 
and  provide  the  AC  Regional  Director 
notice  of  their  address  in  conformity 
with  the  requirements  in  |2.1. 

(d)  Any  person  who  seeks  the  rein- 
statement of  a  license  that  has  been 
automatically  terminated  must  follow 
the  procedure  applicable  to  new  appli- 
cants for  a  license  set  forth  In  §2.1. 

(e)  Licenses  are  issued  to  spe>  ifi(  per- 
sons for  specific  premises  and  do  not 
transfer  upon  change  of  ownership,  nor 
are  ttiey  valid  at  a  different  location. 

(f)  A  license  which  Is  Invalid  under 
this  part  shall  be  surrendered  to  the 
AC  Reg-ional  Director.  If  the  license 
cannot  be  found,  the  licensee  shall  pro- 
vide a  written  statement  so  stating  to 
the  AC  Regional  Director. 


[54  FR  36147.  Aug.  31,  1989,  as  amended  at  60 
FR  13S95.  Mar.  15.  1996;  83  FR  62926,  Nov.  10, 
1998J 

{2.6  Annual  Hoeoee  Ibea. 

(a)  In  addition  to  the  app1i(  ation  fee 
of  $10  required  to  be  paid  upon  the  ap- 
plication for  a  license,  license  renewal, 
or  changed  class  of  license  under  |2.1, 
each  licensee  shall  submit  to  the  AO 
Regional  Director  the  annual  license 
fee  prescribed  in  this  section.  Para- 
graph 0>)  of  this  section  Indicates  the 
method  used  to  calculate  the  appro- 
priate fee.  The  amount  of  the  fee  is  de- 
termined from  Table  1  or  2  in  para- 
graph (c)  of  this  section. 

(bXD  Class  '*A*'  license.  The  annual 
license  renewal  fee  for  a  Class  "A" 
dealer  shall  be  based  on  50  percent  of 
the  total  gross  amount,  expressed  in 
dollars,  derived  from  the  sale  of  ani- 
mals to  research  facilities,  dealers,  ex- 
hibitors, retail  pet  stores,  and  persons 
for  use  as  pets,  directly  or  thiough  an 
auction  sale,  by  the  dealer  or  applicant 
during  his  or  her  preceding  business 
year  (calendar  or  fiscal)  in  the  case  of 
a  person  who  operated  during  such  a 
year.  If  animals  are  leased,  the  lessor 
shall  pay  a  fee  based  on  50  percent  of 
any  compensation  received  from  the 
leased  animals  and  the  lessee  shall  jpay 
a  fee  based  upon  the  net  compensation 
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received  from  the  leased  animals,  as  in- 
dicated for  dealers  in  Table  1  in  para^ 
graph  (c)  of  this  section. 

(2)  Class  "B**  license.  The  annual  li- 
cense renewal  fee  for  a  Class  ''B''  deal- 
er  shall  be  establishp*!  bj-  calculating: 
the  total  amount  received  from  the 
sale  of  animals  to  research  facilities, 
dealers,  exhibitors,  retail  pet  stores, 
and  persons  for  use  as  pets,  directly  or 
throuuh  an  auction  sale,  during  the 
preceding  business  year  (.calendar  or 
fiscal)  less  the  amount  paid  for  the  ani- 
mals  by  the  dealer  or  applicant.  This 
net  difference,  exclusive  of  other  costs, 
shall  be  the  figure  used  to  determine 
the  license  fee  of  a  Class  "B"  dealer.  If 
animals  are  leased,  the  lessor  and  les^ 
see  shall  each  pay  a  fee  based  on  the 
net  compensation  received  from  the 
leased  animals  calculated  from  Table  1 
in  paragraph  (c)  of  this  section. 

(8)  The  annual  license  renewal  fee  for 
a  broker  or  operator  of  an  auction  sale 
shall  be  that  of  a  class  *'B**  dealer  and 
shall  be  baaed  on  the  total  rioss 
amount,  expressed  in  dollars,  derived 
from  commissions  or  fees  charged  for 
the  sale  of  animals,  or  for  negotiating 
the  sale  of  animals,  by  brokers  or  by 
the  operator  of  an  auction  sale,  to  re- 
search facilities,  dealers,  exhibitors, 
retail  pet  stores,  and  persons  for  use  as 
pets,  daring  the  preceding  business 
year  (calendar  or  fiscal). 

(4)  In  the  case  of  a  new  applicant  for 
a  license  as  a  dealer,  broker  or  oper- 
ator of  an  auction  sale  who  did  not  op- 
erate during  a  preceding  business  year, 
the  annual  license  fee  will  be  based  on 
the  anticipated  yearly  dollar  amount 
of  business,  as  iffovlded  in  paragraphs 
(b)(1),  (2),  and  (3)  of  this  section,  de- 
rived from  the  sale  of  animals  to  re- 
search facilities,  dealei's,  exhibitors, 
retail  pet  stores,  and  persons  for  use  as 
pets,  directly  or  through  an  auction 
sale. 

(5)  The  amount  of  the  annual  fee  to 
be  paid  upon  application  for  a  class 

"C"  license  as  an  exhibitor  under  this 
section  shall  be  based  on  the  number  of 
animals  which  the  exhibitor  owned, 
held,  or  eidiibited  at  the  time  the  ap- 
plication is  signed  and  dated  or  during 
the  previous  year,  whichever  is  greater, 
and  will  be  the  amount  listed  xn  Table 
2  in  paragraph  (c)  of  this  section.  Ani- 
mals which  are  leased  shall  be  included 


in  the  number  of  animals  being  held  by 

both  the  lessor  and  the  lessee  when  cal- 
culating the  annual  fee.  An  eichibitor 
shall  pay  his  or  her  annual  license  fee 
on  or  before  the  expiration  date  of  the 
license  and  the  fee  .shall  be  based  on 
the  number  of  animals  which  the  ex- 
hibitor is  holding  or  has  held  during 
the  year  (both  owned  and  leased). 

(c^  The  license  fee  shall  be  computed 
in  accordance  with  the  following  ta- 
bles: 

Table  1— Dealers,  Brokers  and  Operators 
OF  AN  Auction  Sale  Class  "A"  and  "B"  Li- 
cense 


Om 

But  Not 
Om 

Fee 

tsoo 

$30 

2,000 

60 

10,000 

120 

1 0|000  •••••«■••■•■■•■••««•■■•«•■•■■••«•■•«••«■••••■••■ 

ssjooa 

225 

25.000  

9IMI00 

350 

50,000   

100,000 

475 

100.000  

750 

Table  2— Exhibitors— Class  "Cr  License 


1  to5   

6  to  25   

26  10  50  ... 
51  to  500  ,. 
501  and  up 


Fto 


$30 
75 
175 
225 
300 


(d)  If  a  person  meets  the  lloesslnff  re- 

quirements  for  more  than  one  class  of 
license,  he  shall  be  required  to  obtain  a 
license  and  pay  the  fee  for  the  type 
business  which  is  predominant  for  his 
operation,  as  detennined  by  the  Sec- 
retary. 

(e)  In  any  situation  in  which  a  li- 
censee shall  haye  demonstrated  in 

writing  to  the  satisfaction  of  the  Sec- 
retary that  he  or  she  has  good  reason 
to  believe  that  the  dollar  amount  of  his 
or  her  business  for  the  forthcominir 
business  year  will  be  less  than  the  pre- 
vious business  year,  then  his  or  her  es- 
timated dollar  amount  of  business 
shall  be  used  for  computing  the  license 
fee  for  the  forthcoming  business  year: 
Provided,  however.  That  if  the  dollar 
amount  upon  which  the  license  fee  is 
based  for  that  yetLt  does  in  fact  exceed 
the  amount  estimated,  the  difference 
in  amount  of  the  fee  paid  and  that 
which  was  due  under  paragraphs  (b) 
and  (c)  of  this  section  based  upon  the 
actual  dollar  business  upon  which  the 
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license  fee  is  based,  shall  be  payable  in 
addition  to  the  required  annual  license 
fee  for  the  next  subsequent  year,  on  the 

anniversary  date  of  his  or  her  lloense 
as  prescribed  in  this  section. 

[54  FR  36147.  Aug.  31.  1989.  BB  amended  at  88 

FR  62926.  Nov.  10.  1998] 

§  2.7  Annual  rq^ort  by  licensees. 

(a)  Each  year,  within  30  days  prior  to 
the  expiration  date  of  his  or  her  li- 
cenae.  a  licensee  ahall  file  with  lihe  AO 
Regional  Director  an  antUcation  for  li- 
oense  renewal  and  annual  report  upon  a 
form  which  the  AC  Regional  Director 
will  famish  to  him  or  her  upon  request. 

(b)  A  person  licensed  as  a  dealer  shall 
set  forth  in  his  or  her  license  renewal 
application  and  annual  report  the  dol- 
lar amount  of  business,  from  the  sale  of 
animals,  upon  which  the  license  fee  is 
based,  directly  or  througrh  an  auction 
sale,  to  research  facilities,  dealers,  ex- 
hibitors, retail  pet  stores,  and  persons 
for  use  as  pets,  by  the  licensee  during 
the  preceding  business  year  (calendar 
or  fiscal),  and  any  other  information  as 
may  be  required  thereon. 

(c)  A  licensed  dealer  who  operates  as 
a  broker  or  an  operator  of  an  auction 
sale  shall  set  forth  in  his  or  her  license 
renewal  apidlcatlon  and  annual  report 
the  total  gross  amount,  expressed  in 
dollars,  derived  from  conunissions  or 
fees  charged  for  the  sale  of  animals  by 
the  licensee  to  research  facilities,  deal- 
ers, exhibitors,  retail  pet  stores,  and 
persons  for  use  as  pets,  during  the  pre- 
ceding business  year  (calendar*  or  fis- 
cal), and  any  other  Information  as  may 
be  required  thereon. 

(d)  A  person  licensed  as  an  exhibitor 
shall  set  forth  in  his  or  her  license  re> 
newal  application  and  annual  report 
the  number  of  animals  owned,  held,  or 
exhibited  by  him  or  her,  including 
those  which  are  leased,  during  the  pre- 
vious year  or  at  the  time  he  signs  and 
dates  the  report,  whichever  is  greater. 

[54  FR  36147.  Au^^  31.  1888.  as  amended  at  63 

FR  62926.  Nov.  10.  1998] 

§2.8    Notification  of  change  of  name, 
address,  control,  or  ownership  of 

A  licensee  shall  promptly  notify  the 
AC  Regional  Director  by  certified  mail 
of  any  change  in  the  name,  address, 
management,  or  substantial  control  or 
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ownership  of  his  business  or  operation, 
or  of  any  additional  sites,  within  10 
days  of  any  change. 

[54  FR  30147.  Aug.  81.  1969.  as  amended  at  63 
FRe2eaS,Noy.l0.1998] 

%%JB  Oflleers,  agents,  and  employees  of 
licensees  whose  licenses  nave  bMa 

suspended  or  revoked. 

Any  person  who  has  been  or  is  an  of- 
ficer, agent,  or  employee  of  a  licensee 
whose  license  has  been  suspended  or  re- 

voked  and  who  was  responsible  for  or 
participated  in  the  violation  upon 
which  the  order  of  suspension  or  rev- 
ocation was  based  will  not  be  licensed 

within  tho  period  during  which  the 
order  of  suspension  or  revocation  is  in 
effect, 

§2.10  Licensees  whose  licenses  have 
been  suspended  or  revoked. 

(a)  Any  person  whose  license  has 

been  suspended  for  any  reason  ahall  not 
be  licensed  in  his  or  her  own  name  or 
in  any  other  manner  within  the  period 
during  which  the  order  of  suspension  la 
in  effect.  No  partnership,  firm,  corpora- 
tion, or  other  legal  entity  in  which  any 
such  person  has  a  substantial  interest, 
financial  or  otherwise,  will  be  licensed 
during  that  period.  Any  person  whose 
license  has  been  suspended  for  any  rea- 
son may  apply  to  the  AC  Regional  Di- 
rector, in  writing,  for  reinstatemeBt  of 
his  or  her  license. 

(b)  Any  person  whose  license  ha.s 
been  revoked  shall  not  be  licensed  in 
his  or  her  own  name  or  in  any  other 
manner:  nor  will  any  partnership,  firm, 
corporation,  or  other  legal  entity  in 
which  any  such  person  has  a  substan- 
tial interest,  financial  or  otherwise,  be 
licensed. 

(c)  Any  person  whose  license  has  been 
suspended  or  revoked  shall  not  buy. 
sell,  transport,  exhibit,  or  deliver  for  i 

transportation,  any  animal  during  the 
period  of  suspension  or  revocation. 

154  FR  36147.  Aug.  31.  1989.  as  amended  at  63 

FR  62926.  Nov.  10.  1998] 

§2.11  Denial  of  initial  license  an^lica- 
tioii* 

(a)  A  license  will  not  be  Issued  to  any 

applicant  who: 

(1)  Has  not  complied  with  the  re- 
quirements of  §§2.1,  2.2,  2.3,  and  2.4  and 
has  not  paid  the  fees  Indicated  in  §2.6; 
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(2)  Is  not  in  cmnpliance  with  any  of 
tbe  regulations  or  standards  in  this 
sabohapter; 

(3)  Has  had  a  license  revoked  or 
whose  license  is  suspended,  as  set  forth 
in  §2.10; 

(4)  Has  been  fined,  sentenced  to  jail, 
or  pled  nolo  contendere  (no  contest) 
under  State  or  local  cmelty  to  animal 

laws  within  1  year  of  application,  ex- 
cept that  if  no  penalty  is  imposed  as  a 
result  of  the  plea  of  nolo  contendere 
the  applicant  may  reapply  imme- 
diately: or 

(5)  Has  made  any  false  or  fraudulent 
statements,  or  provided  any  flalse  or 
fraudulent  records  to  the  Departanent. 

(b)  An  applicant  whose  license  appli- 
cation has  been  denied  may  request  a 
hearlngr  in  accordance  with  the  applica- 
ble rules  of  practice  for  the  purpose  of 
showing  why  the  application  for  license 
should  not  be  denied.  The  license  de- 
nial tdiall  remain  in  effect  until  the 
final  legal  decision  has  been  rendered. 
Should  the  license  denial  be  upheld, 
the  applicant  may  again  apply  for  a  li- 
cense 1  year  from  the  date  of  the  final 
order  denjring  the  application. 

(c)  No  partnership,  firm,  corporation, 
or  other  legal  entity  in  which  a  person 
whose  license  application  has  been  de- 
nied has  a  substantial  interest,  finan- 
cial or  otherwise,  will  be  licensed  with- 
in 1  year  of  the  license  denial. 

Subpart  B— Registrafion 

§  2.25    Requirements  and  procedures. 

(a)  Each  carrier  and  intermediate 
handler,  and  each  exhibitor  not  re- 
quired to  be  licensed  under  section  3  of 
the  Act  and  the  regulations  of  this  sub- 
chapter, shall  register  with  the  Sec- 
retary by  completing  and  filing  a  prop- 
erly executed  form  which  will  be  fur- 
nished, upon  request,  by  the  AC  Re- 
gional Director.  The  registration  form 
shall  be  filed  with  the  AO  Regional  Di- 
rector for  the  State  in  which  the  reg- 
istrant has  h!5^  or  her  principal  place  of 
business,  and  shall  be  updated  every  3 
years  by  the  completion  and  filing  of  a 
new  registration  form  which  will  be 
provided  by  the  AC  Regional  Director. 

(b)  A  subsidiary  of  a  business  cor- 
poration, rather  than  the  parent  cor- 
I>oration.  will  be  registered  as  an  ex- 
hibitor unless  the  subsidiary  is  under 


such  direct  control  of  the  parent  cor- 
poration that  the  Secretary  determines 
that  it  is  necessary  that  the  parent 
corporation  be  registered  to  effectuate 
the  purposes  of  the  Act. 

[54  FR  36147.  Aug.  81,  1968.  as  amended  at  63 
FR  62926,  Nov.  10. 19B8] 

§2.26  Aclmowledgment  of  regulations 
and  standards* 

APHIS  will  supply  a  copy  of  the  regu- 
lations and  standards  in  this  sub- 
chapter with  each  registration  form. 
The  registrant  shall  acknowledge  re- 
ceipt of  and  shall  agree  to  comply  with 
the  r^rnlatlons  and  standards  by  sign- 
ing a  form  provided  for  this  purpose  by 
APHIS,  and  by  filing  it  with  the  AC 
Regional  Director. 

[54  FR  36147.  Aug.  31.  1989.  as  amended  at  63 
FR  62926,  Nov.  10. 1996] 

§2^7  Notification  of  change  of  oper- 

(a)  A  registrant  shall  notify  the  AC 
Regional  Director  by  certified  mail  of 

any  change  in  the  name,  address,  or 
owner.ship.  or  other  change  In  oper- 
ations aiXecting  its  status  as  an  exhibi- 
tor, carrier,  or  intermediate  handler, 
within  10  days  after  making  such 
change. 

(b)  (1)  A  registrant  wlilch  has  not 
used,  handled,  or  transported  animals 
for  a  period  of  at  least  2  years  may  be 
placed  in  an  Inactive  status  by  making 
a  written  request  to  the  AC  Regional 
Director  a  registrant  shall  notify  the 
AC  Regional  Director  in  writing  at 
least  10  days  before  using,  handling,  or 
transporting  animals  again  after  being 
in  an  inactive  status. 

(2)  A  registrant  which  goes  out  of 
business  or  which  ceases  to  function  as 
a  carrier,  intermediate  handler,  or  ex- 
hibitor, or  which  changes  its  method  of 
operation  so  that  it  no  longer  uses, 
handles,  or  transports  animals,  and 
which  does  not  plan  to  use.  handle,  or 
transport  animals  again  at  any  time  in 
the  future,  may  have  its  registration 
canceled  by  making  a  written  request 
to  the  AC  Regional  Director.  The 
former  registrant  is  responsible  for  re- 
registering and  demonstrating  Its  com- 
pliance with  the  Act  and  regulations 
should  it  start  using,  handling,  or 
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transporting  animals  at  any  time  after 

its  registration  is  canceled. 

[54  FR  36147,  Aug.  31,  1988,  as  amended  at  63 
FR  62926.  Nov.  10. 1908] 

Subpart  C— RMMrch  Faculties 

82^  Registration. 

(a)  Requirements  and  procedures.  (1) 
Bach  research  facility  other  than  a 
Federal  research  facility,  shall  register 
with  the  Secretary  by  completing  and 
filing  a  properly  executed  form  which 
will  be  furnished,  upon  request,  by  the 
AC  Regional  Director.  The  registration 
form  shall  be  filed  with  the  AC  Re- 
gional Director  for  the  State  in  which 
the  research  facility  has  its  principal 
place  of  business,  and  shall  be  updated 
every  3  years  by  the  completion  and  fil- 
ing of  a  new  registration  form  wbich 
will  be  provided  by  the  AC  Regional  Di- 
rector. Except  as  provided  in  paracrraph 
(aH2)  of  this  section,  where  a  school  or 
deputment  of  a  aniyersity  or  college 
uses  or  intends  to  use  live  animals  for 
research,  tests,  experiments,  or  teach- 
ing, the  university  or  college  rather 
than  the  school  or  department  will  be 
considered  the  research  facility  and 
will  be  required  to  register  with  the 
Secretary.  An  ofdclal  who  has  the  legal 
authority  to  bind  the  parent  organlzar 
tion  shall  sign  the  registration  form. 

(2)  In  any  situation  in  which  a  school 
or  department  of  a  university  or  col- 
lege demonstrates  to  the  Secretary 
that  it  is  a  separate  legal  entity  and  its 
operations  and  administration  are 
independent  of  those  of  the  university 
or  college,  the  school  or  department 
will  be  registered  rather  than  the  uni- 
versity or  college. 

(8)  A  subsidiary  of  a  business  cor- 
poration, rather  than  the  parent  cor- 
poration, will  be  registered  as  a  re- 
search facility  unless  the  subsidiary  is 
under  saeh  direct  control  of  the  parent 
corporation  that  the  Secretary  deter- 
mines that  it  is  necessary  that  the  par- 
ent corporation  be  registered  to  effec- 
tuate the  purposes  of  the  Act. 

(b)  Acknowledgment  of  regulations  and 
standards.  APHIS  will  supply  a  copy  of 
the  regulations  and  standards  in  this 
subchapter  with  each  registration 
form.  The  research  facility  shall  ac- 
knowledge receipt  of  and  shall  agree  to 
comply  with  the  regulations  and  stand- 


ards  by  signing  a  form  provided  for  this 
purpose  by  APHIS,  and  by  filing  it  with 
the  AO  Regional  Director. 

(c)  Notification  of  change  of  operation. 
(1)  A  research  facility  shall  notify  the 
AC  Regional  Director  by  certified  mail 
of  any  change  in  the  name,  addreas.  or 
ownership,  or  other  change  in  oper- 
ations affecting  its  status  as  a  research 
facility,  within  10  days  after  making 
such  change. 

(2)  A  research  facility  which  has  not 
used,  handled,  or  transported  animals 
for  a  period  of  at  least  2  years  may  be 
placed  in  an  inactive  status  by  maKtug 
a  written  request  to  the  AC  Regional 
Director.  A  research  facility  shall  file 
an  annual  report  of  its  status  (active  or 
inactive).  A  research  facility  shall  no- 
tify the  AC  Regional  Director  in  writ- 
ing at  least  10  day.s  before  usintr.  han- 
dling, or  transporting  animals  again 
after  being  in  an  inactive  status. 

(3)  A  research  facility  which  goes  out 
of  business  or  which  ceases  to  function 
as  a  research  facility,  or  which  changes 
its  method  of  operation  so  that  it  no 
longer  uses,  handles,  or  transports  ani- 
mals, and  which  does  not  plan  to  use. 
handle,  or  transport  animals  at  any 
time  in  the  future,  may  have  Its  reg- 
istration canceled  by  making  a  written 
request  to  the  AC  Regional  Director. 
The  research  facility  is  responsible  for 
reregistering  and  demonstratlog  Its 
compliance  with  the  Act  and  regula- 
tions should  it  start  using,  handling,  or 
transporting  animals  at  any  time  after 
Its  registration  is  canceled. 

[64  FB  96147,  Aug.  31.  1989,  as  amended  at  68 
FR  62826,  NOT.  10. 1996] 

12.31   Institutional  Animal  Care  and 

Use  Committee  (lACUC). 

(a)  The  Chief  Executive  Officer  of  the 
research  facility  shall  appoint  an  Insti- 
tutional Animal  Care  and  Use  Com- 
mittee (lACUC),  qualified  through  the 
experience  and  expertise  of  its  mem- 
bers to  assess  the  research  facility's 
animal  program,  flacllltieB,  and  proce- 
dures. Except  as  specifically  authorized 
by  law  or  these  regulations,  nothing  in 
this  part  shall  be  deemed  to  permit  the 
Committee  or  lACUC  to  prescribe 
methods  or  set  standards  for  the  de- 
sign, performance,  or  conduct  of  actual 
research  or  experimentation  by  a  re- 
search facility. 
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(b)  lACUC  Membership.  (1)  The  mem- 
bers of  each  Committee  shall  be  ap- 
pointed by  the  Chief  Executive  Officer 
of  the  research  facility; 

(2)  The  Committee  shall  be  composed 
of  a  Chairman  and  at  least  two  addi- 
tional members; 

(3)  Of  the  members  ol  the  Committee: 
(1)  At  least  one  shall  be  a  Doctor  of 

Veterinary  Medicine,  with  training  or 
experience  in  laboratory  animal 
science  and  medicine,  who  has  direct  or 
delegated  program  re^onslbillty  for 
activities  involving  animals  at  the  re- 
search facility; 

(ii)  At  least  one  sliaU  not  be  affili- 
ated in  any  way  with  the  fBtcillty  other 
than  as  a  member  of  the  Conmiittee, 
and  shall  not  be  a  member  of  the  Im- 
mediate family  of  a  person  who  is  af- 
filiated with  the  fiBtcillty.  The  Sec- 
retary intends  that  such  person  will 
provide  representation  for  general 
community  interests  in  the  proper  care 
and  treatment  of  animals; 

(4)  If  the  Oommlttee  consists  of  more 
than  three  members,  not  more  than 
three  members  shall  be  from  the  same 
administrative  unit  of  the  facility. 

(c)  lACUC  Functions.  With  respect  to 
activities  involving  animals,  the 
lACUC,  as  an  ag^ent  of  the  research  fa- 
cility, shall: 

(1)  Review,  at  least  once  every  six 
months,  the  research  facility's  pro- 
gram for  humane  care  and  use  of  ani- 
mals, using  title  9,  chapter  I,  sub- 
chapter A— Animal  Welfeue,  as  a  basis 
for  evaluation; 

(2)  Inspect,  at  least  once  every  six 
months,  all  of  the  research  facility's 
animal  fetdlities,  indndlng  animal 
stndy  areas,  using  title  9.  chapter  I. 
subchapter  A-Animal  Welfare,  as  a 
basis  for  evaluation;  Provided,  however, 
That  animal  areas  containing  ft«e-liv- 
ing  wild  animals  in  their  natural  habi- 
tat need  not  be  included  in  such  inspec- 
tion; 

(3)  Prepare  reports  of  its  evaluations 

conducted  as  required  by  paragraphs 
(c)(1)  and  (2)  of  this  section,  and  submit 
the  reports  to  the  Institutional  Official 
of  the  research  facility;  Provided,  how- 

pver,  That  the  lACUC  may  determine 
the  best  means  of  conducting  evalua- 
tions of  the  research  facility  "s  pro- 
grams and  facilities;  and  Provided,  fur- 
ther. That  no  Committee  member  wish- 


ing to  participate  in  any  evaluation 
conducted  under  this  subpart  may  be 
excluded.  Tlie  lACUC  may  use  sub- 
conunittees  composed  of  at  least  two 
Committee  members  and  may  invite  ad 
hoc  consultants  to  assist  in  conducting 
the  evaluations,  however,  the  lACUC 
remains  responsible  for  the  evaluations 
and  reports  as  required  by  the  Act  and 
r^fulations.  The  reports  shall  be  re- 
viewed and  signed  by  a  majority  of  the 
lACUC  members  and  must  include  any 
minority  views.  The  reports  shall  be 
updated  at  least  once  every  six  months 
upon  completion  of  the  required  semi- 
annual evaluations  and  shall  be  main- 
tained by  the  research  facility  and 
made  available  to  APHIS  and  to  offi- 
cials of  funding  Federal  agencies  for  in- 
spection  and  copying  upon  request.  The 
reports  must  contain  a  description  of 
the  nature  and  extent  of  the  research 
fjEU)ility*s  adheirenoe  to  this  subchapter, 
must  identify  specifically  any  depar- 
tures from  the  provisions  of  title  9, 
chapter  I,  subchapter  A — Animal  Wel- 
fare, and  must  state  the  reasons  for 
each  departure.  The  reports  must  dis- 
tinguish sit^nificant  deficiencies  from 
minor  deficiencies.  A  significant  defi- 
ciency is  one  which,  with  reference  to 
Subchapter  A,  and.  In  the  judgment  of 
the  lACUC  and  the  Institutional  Offi- 
cial, is  or  may  be  a  threat  to  the  health 
or  safety  of  the  animals.  If  program  or 
fiaoHity  deficiencies  are  noted,  the  re- 
ports must  contain  a  reasonable  and 
specific  plan  and  schedule  with  dates 
for  correcting  each  deficiency.  Any 
failure  to  adhere  to  the  plan  and  sched- 
ule that  results  in  a  significant  defi- 
ciency remaining  uncorrected  shall  be 
reported  in  writing  within  15  business 
dajrs  by  the  lACUC,  through  the  Insti- 
tutional Official,  to  APHIS  and  any 
Federal  agency  funding  that  activity; 

(4)  Review,  and,  if  warranted,  inves- 
tigate concerns  involving  the  care  and 
use  of  animals  at  the  research  facility 
resulting  from  public  complaints  re- 
ceived and  from  reports  of  noncompli- 
ance received  from  laboratory  or  re- 
search £a<^ty  personnel  or  employees; 

(5)  Make  recommendations  to  the  In- 
stitutional Official  regarding  any  as- 
pect of  the  research  facility's  animal 
program,  facilities,  or  personnel  train- 
ing; 
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(6)  Review  and  approve,  require  modi- 
fications in  (to  secure  approval),  or 
withhold  approval  of  those  components 
of  proposed  activities  related  to  the 

care  and  use  of  animals,  as  specified  in 
paragraph  (d)  of  t  his  section; 

(7)  Review  and  approve,  require  modi- 
flcatioss  In  (to  secure  approval),  or 
withhold  approval  of  proposed  signifi- 
cant changes  regardinc:  the  care  and 
use  of  animals  in  ongoing  activities; 
and 

(8)  Be  authorized  to  suspend  an  activ- 
ity involving  animals  in  accordance 
with  the  specifications  set  forth  in 
paragraph  (d)<6)  of  this  section. 

(d)  lAOUO  review  of  activities  involv- 
ing animals.  (1)  In  order  to  approve 
proposed  activities  or  proposed  signifi- 
cant changes  in  ongoing  activities,  the 
lAOUO  shall  conduct  a  review  of  those 
components  of  the  activities  related  to 
the  care  and  use  of  animals  and  deter- 
mine that  the  proposed  activities  are 
in  accordance  with  tliis  subchapter  un- 
less acceptable  justification  for  a  de- 
parture is  presented  in  writlnt^:  Pro- 
vided, however.  That  field  studies  as  de- 
fined in  part  1  of  this  subchapter  are 
exempt  from  this  requirement.  Fur- 
ther, the  lACUC  shall  determine  that 
the  proposed  activities  or  significant 
changes  in  ongroing  activities  meet  the 
following  requirements: 

(i)  Procedures  involving  animals  will 
avoid  or  minimize  discomfort,  distress, 
and  pain  to  the  animals; 

(ii)  ^e  principal  investigator  has 
considered  alternatives  to  procedures 
that  may  cause  more  than  momentary 
or  slight  pain  or  distress  to  the  ani- 
mals, and  has  provided  a  written  nar- 
rative description  of  the  methods  and 
sources,  e.  g..  the  Animal  Welfare  Inlor- 
mation  Center,  used  to  determine  that 
alternatives  were  not  available; 

(ill)  The  principal  investigator  has 
provided  written  assurance  that  the  ac- 
tivities do  not  unnecessarily  duplicate 
previous  experiments; 

(iv)  Procedures  that  may  cause  more 
than  momentary  or  slight  pain  or  dis- 
tress to  the  animals  will: 

(A)  Be  performed  with  appropriate 
sedatives,  analgesics  or  anesthetics, 
unless  withholding  such  airents  is  justi- 
fied for  scientific  reasons,  in  writing, 
by  the  principal  investigator  and  will 
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continue  for  only  the  necesaaiy  period 

of  time; 

(B)  Involve,  in  their  planning,  con- 
sultation with  the  attending  veteri- 
narian or  his  or  her  designee; 

(C)  Not  include  the  use  of  paralytics 
without  anesthesia; 

(v)  Animals  that  would  otherwise  ex- 
perience  severe  or  chronic  pain  or  dis- 
tress that  cannot  be  relieved  will  be 
painlessly  euthanized  at  the  end  of  the 
procedure  or,  if  appropriate,  during  the 
procedure: 

(vi)  The  animals'  living  conditions 
will  be  appropriate  for  their  species  in 
accordance  with  part  8  of  this  sub- 
chapter, and  contribute  to  their  health 
and  comfort.  The  housing,  feeding,  and 
nonmedical  care  of  the  animals  will  be 
directed  by  the  attending  veterinarian 
or  other  scientist  trained  and  experi- 
enced in  the  proper  care,  handlintr.  and 
use  of  the  species  being  maintained  or 
studied; 

(vii)  Medical  care  for  animals  will  be 
available  and  provided  as  necessary  by 
a  qualified  veterinarian; 

(viii)  Personnel  conduddng  prooe- 
dures  on  the  species  beinir  maintained 
or  studied  will  be  appropriately  quali- 
fied and  trained  in  those  procedures; 

(iz)  Activities  that  involve  surgery 
include  appropriate  provision  for  pre- 
operative and  post-operative  care  of 
the  animals  in  accordance  with  estab- 
lished veterinary  medical  and  nursing 
practices.  All  survival  surgery  will  be 
performed  using  aseptic  procedures,  in- 
cluding surgical  gloves,  masks,  sterile 
instruments,  and  aseptic  techniques. 
Major  operative  procedures  on  non-ro- 
dents will  be  conducted  only  in  facili- 
ties intended  for  that  purpose  which 
shall  be  operated  and  maintained  under 
aseptic  conditions.  Non-major  opera- 
tive procedures  and  all  surgery  on  ro- 
dents do  not  require  a  dedicated  facil- 
ity, but  must  be  performed  using  asep- 
tic procedures.  Operative  procedures 
conducted  at  field  sites  need  not  be 
performed  in  dedicated  facilities,  but 
must  be  performed  using  aseptic  proce- 
dures: 

(x)  No  animal  will  be  used  in  more 
than  one  major  operative  procedure 
from  which  It  is  allowed  to  recover,  un- 
less: 

(A)  Justified  for  scientific  reasons  by 
the  principal  investigator,  in  writing, 
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'  (B)  Required  as  routine  veterinary 

procedure  or  to  protect  the  hpaUh  or 
well-being  of  the  animal  as  determined 
by  the  attending  veterinarian;  or 

(O)  In  otlier  apeoial  Giicametanoee  as 
determined  by  the  Administrator  on  an 
individual  basis.  Written  requests  and 
supporting  data  sJiould  be  sent  to  the 
Animal  and  Plant  Health  Inspection 
Service.  Animal  Care.  4700  River  Road. 
Unit  84,  Riverdale,  Maryland  20737  1234; 

(xi)  Methods  of  euthanasia  used  must 
be  in  accordance  with  the  definition  of 
the  term  set  forth  in  9  CFR  part  1,  §1.1 
of  this  subchapter,  unless  a  deviation  is 
justified  for  scientific  reasons,  in  writ- 
ing, by  the  investigator. 

(2)  Prior  to  lACUC  review,  each  mem- 
ber of  the  Committee  shall  be  provided 
with  a  list  of  proposed  activities  to  be 
reviewed.  Written  descriptions  of  all 
proposed  activities  that  involve  the 
care  and  use  of  animals  shall  be  avail- 
able to  all  lACUC  members,  and  any 
member  of  the  lACUC  may  obtain, 
npon  request,  full  Committee  review  of 
those  activities.  If  full  Committee  re- 
view is  not  requested,  at  least  one 
member  of  the  lACUC,  designated  by 
the  chairman  and  qualified  to  conduct 
the  review,  shall  review  those  activi- 
ties, and  shall  have  the  authority  to 
approve,  require  modifications  in  (to 
secure  approval),  or  request  ftill  Com- 
mittee review  of  any  of  those  activi- 
ties. If  full  Committee  review  is  re- 
quested for  a  proposed  activity,  ap- 
proval of  that  activity  may  be  granted 
only  after  review,  at  a  convened  meet- 
ing of  a  quorum  of  the  lACUC.  and  with 
the  approval  vote  of  a  majority  of  the 
qnorom  present.  No  member  may  par> 
tlcipate  in  the  TACUC  review  or  ap- 
proval of  an  activity  in  which  that 
member  has  a  conflicting  interest  (e.g., 
is  personally  Involved  in  the  activity), 
except  to  provide  Information  re- 
quested by  the  lACUC,  nor  may  a  mem- 
ber who  has  a  conilictin^r  interest  con- 
tribute to  the  constitution  of  a 
quorum; 

(3)  The  lACUC  may  invite  consult- 
ants to  assist  in  the  review  of  complex 
issues  arising  out  of  its  review  of  pro- 
posed  activities.  Consultants  may  not 
approve  or  withhold  approval  of  an  ac- 
tivity, and  may  not  vote  with  the 
lACUC  unless  they  are  also  members  of 
the  lACUC; 
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(4)  The  lACUC  shall  notify  principal 

investigators  and  the  research  facility 
in  writing  of  its  decision  to  approve  or 
withhold  approval  of  those  activities 
related  to  the  care  and  use  of  animals, 
or  of  modifications  retiuired  to  secure 
lACUC  approval.  If  the  lACUC  decides 
to  withhold  approval  of  an  activity,  it 
shall  include  in  its  written  notification 
a  statement  of  the  reasons  for  its  deci- 
sion and  give  the  principal  investigator 
an  opportunity  to  respond  in  person  or 
in  writing.  The  lACUC  may  reconsider 
its  decision,  with  documentation  in 
Committee  minutes,  in  light  of  the  In- 
formation  provided  by  the  principal  in- 
vestigator; 

(5)  The  lACUC  shall  conduct  con- 
tinuing reviews  of  activities  covered  by 
this  subchapter  at  appropriate  inter- 
vals as  determined  by  the  lACUC,  but 
not  less  than  annually; 

(,6)  The  lACUC  may  suspend  an  activ- 
ity that  it  previously  approved  if  it  de- 
termines  that  the  activity  is  not  being 
conducted  in  accordance  with  the  de- 
scription ot  that  activity  provided  by 
the  principal  investigator  and  approved 
by  the  Conunlttee.  The  lACUC  may 
suspend  an  activity  only  after  review 
of  the  matter  at  a  convened  meeting  of 
a  quorum  of  the  lACUC  and  with  the 
suspension  vote  of  a  majority  of  the 
quorum  present; 

(7)  If  the  lACUC  suspends  an  activity 
involving  animals,  the  Institutional  Of- 
ficial, in  consultation  with  the  lACUC, 
shall  review  the  reasons  for  suspension, 
take  appropriate  corrective  action,  and 
report  that  action  with  a  full  expla- 
nation to  APHIS  and  any  Federal  agen- 
cy funding  that  activity;  and 

(8)  Proposed  activities  and  proposed 
significant  changes  in  ongoing  activi- 
ties that  have  been  approved  by  the 
lACUC  may  be  subject  to  further  ap- 
propriate review  and  approval  by  offi- 
cials of  the  research  facility.  However, 
those  officials  may  not  approve  an  ac- 
tivity involving  the  care  and  use  of 
animals  if  it  has  not  been  approved  by 
the  lACUC. 

(e)  A  proposal  to  conduct  an  activity 
involving  animals,  or  to  make  a  sig- 
nificant change  in  an  ongoing  activity 
involving  animals,  must  contain  the 
following: 
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(1)  Identification  of  the  species  and 
the  approximate  number  of  animals  to 
be  used: 

(2)  A.  ratioiiale  for  involvlziflr  animals, 

and  for  the  ai^ropriateneRs  of  the  spe- 
cies and  numbers  of  animal.^  to  be  used: 

(3)  A  complete  description  of  the  pro- 
posed use  of  tbe  animals; 

(4)  A  description  of  procedures  de- 
signed to  assure  that  discomfort  and 
IMtln  to  animals  will  be  limited  to  that 
wMch  Is  imavoldable  for  the  oondact  of 
scientifically  valuable  research,  includ- 
ing provision  for  the  use  of  analgesic, 
anesthetic,  and  tranqullizing  drugs 
where  Indicated  and  appropriate  to 
minimize  discomfort  and  pain  to  ani- 
mals; and 

(5)  A  description  of  any  euthanasia 
method  to  be  used. 

154  FR  36147.  Aug^ust  31.  1989.  as  amended  by 
S9  FR  678U,  Deo.  80,  UM;  68  FBflasaS.  Nov.  10, 
1088] 

§Satt  Penonmel  Mi*^*trttfflif, 

<a)  It  idiall  he  the  responsihllity  of 

the  research  facility  to  ensure  that  all 
scientists,  research  technicians,  ani- 
mal technicians,  and  other  personnel 
Involved  in  animal  care,  treatment, 
and  use  are  qualified  to  perform  their 
duties.  This  responsibility  shall  be  ful- 
filled in  part  through  the  provision  of 
training  and  instruction  to  those  per- 
sonnel. 

(b)  Training  and  Instruction  shall  be 
made  available,  and  the  qualifications 
of  personnel  reviewed,  with  snftlolent 
ffcequency  to  fulfill  the  research  facili- 
ty's responsibilities  under  this  section 
and  §2.31. 

(c)  Training  and  instruction  of  per- 
sonnel must  include  guidance  In  at 
least  the  following  areas: 

(1)  Humane  methods  of  animal  main- 
tenance and  experimentation,  includ- 
ing: 

(1)  The  basic  needs  of  each  species  of 

animal; 

(11)  Proper  handling  and  care  for  the 
various  species  of  animals  used  by  the 

facility; 

(ill)  Proper  pre-procedural  and  post- 
procedural  care  of  animals;  and 
(lv>  Aseptic  surgical  methods  and 

procedures; 

(2)  The  concept,  availability,  and  use 
of  research  or  testing  methods  that 
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limit  the  use  of  animals  or  miniiaiBe 

animal  distress; 

(3)  Proper  use  of  anesthetics,  analge- 
sics, and  tranquUliers  for  any  spedee 
of  animals  used  by  the  fEUSility; 

(4)  Methods  whereby  deficiencies  in 
animal  care  and  treatment  are  re- 
ported, Including  deficiencies  in  animal 
care  and  treatment  reported  by  any 
employee  of  the  facility.  No  &cllity 
employee.  Committee  member,  or  lab- 
oratory personnel  shall  be  discrimi- 
nated against  or  be  subject  to  any  re- 
prisal for  reporting  violations  of  any 
regulation  or  standards  under  the  Act; 

(5)  Utilization  of  services  (e.g..  Na- 
tional Agricultural  Library.  National 
Library  of  Medicine)  available  to  pro- 
vide information: 

(I)  On  appropriate  methods  of  anlaaAl 
care  and  use; 

(II)  On  alternatives  to  the  use  of  live 
animals  in  research; 

(lit)  That  could  prevent  unintended 
and  unnecessary  duplication  cf  re- 
search involving  animals:  and 

(iv)  Regarding  the  Intent  and  require- 
ments of  the  Act. 

82.33    Attending  veterinarian  and  ade- 
quate veterinary  care. 

(a)  Each  research  facility  shall  have 
an  attending  veterinarian  who  tfudl 
provide  adequate  veterinary  care  to  its 
animals  in  compliance  with  this  sec- 
tion: 

(1)  Each  research  facility  shall  em- 
ploy an  attending  veterinarian  under 
formal  arrangements.  In  the  case  of  a 
part-time  attending  veterinarian  or 
consultant  arrangements,  the  formal 
arrangements  shall  Include  a  written 
program  of  veterinary  care  and  regu- 
larly scheduled  visits  to  the  reseavoh 
facility; 

(2)  Each  research  facility  shall  assure 
that  the  attending  veterinarian  has  ap- 
l^priate  authority  to  ensure  the  pro- 

vision  of  adequate  veterinary  care  and 
to  oversee  the  adequacy  of  other  as- 
pects of  animal  care  and  use;  and 

(3)  The  attending  veterinarian  tfhall 
be  a  voting  member  of  the  lAOUC;  Pro- 
vided.  however.  That  a  research  facility 
with  more  than  one  Doctor  of  Veteri- 
nary Medicine  (DVM)  may  appoint  to 
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the  lACUC  another  DVM  with  dele> 
gated  program  responsibility  for  ac- 
tivities involving  animals  at  tlie  re- 
search facility. 

(b)  Each  research  facility  shall  estab- 
lish and  maintain  proprams  of  ade- 
quate veterinary  care  that  include: 

(1)  The  availability  of  appropriate  fa- 
oilitieB,  personnel,  equipment,  and 
services  to  comply  with  the  provisions 
of  this  subchapter: 

(2)  The  use  of  appropriate  methods  to 
prevent,  control,  diagnose,  and  treat 
diseases  and  injuries,  and  the  avail- 
ability of  emergency,  weekend,  and 
holiday  care; 

(3)  Daily  observation  of  all  animals 
to  assess  their  health  and  well-being; 
Provided,  however.  That  daily  observa- 
tion of  animals  may  be  accomplished 
by  someone  other  than  the  attending 
veterinarian;  and  Provided,  further. 
That  a  mechanism  of  direct  and  fre- 
quent communication  is  required  so 
that  timely  and  accurate  information 
on  problems  of  animal  health,  behav- 
ior, and  well-being:  is  conveyed  to  the 
attending  veterinarian; 

(4)  Guidance  to  principal  investiga- 
tors and  other  personnel  involved  in 
the  care  and  use  of  animals  reg-arding: 
handling,  immobilization,  anesthesia, 
analgesia,  tranquilization,  and  eutha- 
nasia; and 

(5)  Adequate  pre-procedural  and  post- 
procedural  care  in  accordance  with  cur- 
rent established  veterinary  medical 
and  nnrslng  procedures. 

§2^  [Reserved] 

i2M  Ree«irdkeepliicnqiiitenMiite. 

(a)  The  research  facility  shall  main- 
tain the  following  lACUC  records: 

(Ij  Minutes  of  lACUC  meetings,  in- 
dnding  records  of  attendance,  activi- 
ties of  the  Conmilttee,  and  Committee 
deliberations; 

(2)  Records  of  proposed  activities  in- 
volving animals  and  proposed  signifi- 
cant changes  in  activities  involving 
animals,  and  whether  lACUC  approval 
was  given  or  withheld;  and 

(8)  Records  of  semlamraal  lAOUO  re- 
ports and  recommendations  (including 
minority  views),  prepared  in  accord- 
ance with  the  requirements  of 
|2.Sl(c)(3)  of  this  subpart,  and  for- 
warded to  the  Institutional  Ofillcial. 


(b)  Every  research  facility  shall 
make,  keep,  and  maintain  records  or 
forms  which  fully  and  correctly  dis- 
close the  following  information  con- 
cemii^  each  live  dog  or  cat  purchased 
or  otherwise  acquired,  owned,  held,  or 
otherwise  in  their  possession  or  under 
their  control,  transported,  euthanized, 
sold,  or  otherwise  disposed  of  by  the  re- 
search facility.  The  records  shall  in- 
clude any  offspring  born  of  any  animal 
while  in  the  research  facility's  posses- 
sion or  under  its  control: 

(1)  The  name  and  address  of  the  per- 
son firom  whom  a  dog  or  cat  was  pur^ 
chased  or  otherwise  acquired,  whether 
or  not  the  person  is  required  to  be  li- 
censed or  registered  under  the  Act; 

(2)  The  USDA  license  or  registration 
number  of  the  person  if  he  or  she  Is  li- 
censed or  registered  under  the  Act; 

(3)  The  vehicle  license  number  and 
state,  and  the  driver's  Uoense  number 
and  state  of  the  person,  if  be  or  she  is 
not  licensed  or  registered  under  the 
Act; 

(4)  The  date  of  acquisition  of  each 
dog  or  cat; 

(5)  The  official  USDA  tag  number  or 

tattoo  assigned  to  each  dog  or  cat 
under  §  2.38(g)  of  this  subpart; 

(6)  A  description  of  each  dog  or  cat 
which  shall  include: 

(i)  The  species  and  breed  or  type  of 
animal: 

(ii)  The  sex; 

(iii)  The  date  of  birth  or  approximate 
age;  and 

(iv)  The  color  and  any  distinctive 

markings; 

(7)  Any  identification  number  or 
mark  assigned  to  each  dog  or  cat  by 
the  research  Dacillty. 

(c)  In  addition  to  the  information  re- 
quired to  be  kept  and  maintained  by 
every  research  facility  concerning  each 
live  dog  or  oat  under  paragraph  (a)  of 
this  section,  every  research  facility 
transporting,  selling,  or  otherwise  dis- 
posing of  any  live  dog  or  cat  to  another 
person,  shall  '  make  and  maintain 
records  or  forms  which  fully  and  cor- 
rectly disclose  the  following  informa- 
tion: 

(1)  The  name  and  address  of  the  per- 
son to  whom  a  live  dog  or  cat  is  trans* 
ported,  sold,  or  otherwise  disposed  of; 
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(2)  The  date  of  twnsportation,  sale, 
euthanasia,  or  oUier  disposition  of  the 
animal;  and 

(8)  The  method  of  tnuwportatlon.  In- 
eluding  the  name  o£  the  initial  carrier 
or  Intermediate  handler,  or  if  a  pri- 
vately owned  vehicle  is  used  to  trans- 
port the  doflr  or  cat,  the  name  of  the 
owner  of  the  privately  owned  vehicle. 

(d)  (1)  The  USD  A  Interstate  and  Inter- 
national Certificate  of  Health  Exam- 
ination  for  Small  AnimalB  (APHIS 
Form  TCXJWS  Form  18-1)  and  Record  of 
Aquisition  and  Dogs  and  Cats  on  Hand 
(APHIS  Form  7005/VS  Form  1&-5)  are 
forms  which  may  be  need  by  research 
facilities  to  keep  and  maintain  the  in- 
formation required  by  para^^aph  (b)  of 
this  section. 

(2)  The  USDA  Zhterstate  and  Inter- 
national CertlHcate  of  Health  Exam- 
ination for  Small  Animals  (APHIS 
Form  700 WS  Form  and  Recordof 
Disposition  of  Dogrs  and  Cats  (APHIS 
Form  Form  lft-6)  are  forms 

which  may  be  used  by  research  facili- 
ties to  keep  and  maintain  the  informa- 
tion required  by  paragraph  (o>  of  this 
section. 

(e)  One  copy  of  the  rocord  rontainincr 
the  information  required  by  paragraphs 
(b)  and  (o)  of  this  section  shall  accom- 
pany each  shipment  of  any  live  dog  or 
cat  sold  or  otherwise  disposed  of  by  a 
research  facility;  Provided,  however. 
That,  except  as  provided  in  13.133  of 
this  part,  information  that  Indicates 
the  source  and  date  of  acquisition  of 
any  dog  or  cat  need  not  appear  on  the 
copy  of  the  record  accompansrinsr  the 
shipment.  One  copy  of  the  record  con- 
taining the  information  required  by 
paragraphs  (b)  and  (c)  of  this  section 
shall  be  retained  by  the  research  facil- 
ity. 

(f)  All  records  and  reports  shall  be 
maintained  for  at  least  three  years. 
Records  that  relate  directly  to  pro- 
IKlsed  activities  and  proposed  signifi- 
cant chanires  in  ongoing  activities  re- 
viewed and  approved  by  the  lACUC 
shall  be  maintained  for  the  duration  of 
the  activity  and  for  an  additional  three 
years  after  completion  of  the  activity. 
All  records  shall  be  available  for  in- 
spection and  copyiog  by  authorised 
APHIS  or  funding  Federal  agency  rep- 
resentatives at  reasonable  times. 
APHIS  inspectors  will  maintain  the 
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confidentiality  of  the  information  and 
will  not  remove  the  materials  from  the 
research  facilities'  premises  unless 
there  has  been  an  allegred  violatton, 
they  are  needed  to  investigate  a  pos- 
sible violation,  or  for  other  enforce- 
ment purposes.  Release  of  any  such 
materials,  including  reports,  sum- 
maries, and  photographs  that  contain 
traide  secrets  or  commercial  or  finan- 
cial information  that  is  privileged  or 
confidential  will  be  governed  by  appli- 
cable sections  of  the  Freedom  of  Infor- 
mation Act.  Whenever  the  Adminis- 
trator notifies  a  research  facility  in 
writing  that  specified  records  shall  be 
retained  pending  completion  of  an  in- 
vestigation or  proceeding  under  the 
Act,  the  research  facility  shall  hold 
those  records  until  their  disposition  is 
authorised  in  wilting  by  the  Adminis- 
trator. 

[54  FR  36147,  Aug-.  31.  1989.  as  amended  at  58 
FR  39129,  July  22.  1993;  60  FR  13895.  Mar.  15, 
1906] 

i%M  Annual  report. 

(a)  The  reporting  facility  shall  be 
that  segment  of  the  research  facility, 

or  that  department,  agency,  or  instru- 
mentality of  the  United  States,  that 
uses  or  intends  to  use  live  animals  in 
research,  tests,  experiments,  or  for 
teaching.  Each  reporting  facility  shall 
submit  an  annual  report  to  the  AC  Re- 
gional Director  for  the  State  where  the 
facility  is  located  on  or  before  Decem- 
ber 1  of  each  calendar  year.  The  report 
shall  be  signed  and  certified  by  the 
CEO  or  Institutional  OCadal,  and  shall 
cover  the  previous  Federal  fiscal  year. 

(b)  The  annual  report  shall: 

(1)  Assure  that  professionally  accept- 
able standards  governing  the  care, 
treatment,  and  use  of  animals.  Includ- 
ing appropriate  use  of  anesthetic,  an- 
algesic, and  tranquilizing  diugs,  prior 
to,  during,  and  following  actual  re- 
search, teaching,  testing,  surgery,  or 
experimentation  were  followed  by  the 
research  facility; 

(2)  Assure  that  each  principal  investi- 
gator has  considered  alternatives  to 
painful  procedures: 

(3)  Assure  that  the  facility  is  adher- 
ing to  the  standards  and  regulations 
under  the  Act,  and  that  it  has  required 
that  exceptions  to  the  standards  and 
regulations  be  specified  and  explained 
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toy  the  principal  investigator  and  ap- 
proved by  the  lACUC.  A  summary  of  all 
Bucli  exceptions  must  be  attached  to 
the  fkoillty'8  annual  report.  In  addition 
to  identif^Tin^r  the  lAOUG-approved  ex> 
ceptions,  this  summary  must  include  a 
brief  explanation  of  the  exceptions,  as 
well  as  the  species  and  number  of  ani- 
mals affected; 

(4)  State  the  location  of  all  facilities 
where  animals  were  housed  or  used  in 
actual  research,  testing,  teaching,  or 
experimentation,  or  held  for  these  pur- 
poses; 

(5)  State  the  common  names  and  the 
numbers  of  animals  upon  which  teach- 
ing, research,  experiments,  or  tests 
were  conducted  involving  no  pain,  dl? 
tress,  or  use  of  pain-relieving  drugs. 
Routine  procedures  (e.g.,  injections, 
tattooing,  blood  sampling)  should  be 
reported  with  this  sroup: 

(6)  State  the  common  names  and  the 
numbers  of  animals  upon  which  experi- 
ments, teaching,  research,  surgery,  or 
tests  were  conducted  Involving  accom- 
panying pain  or  distress  to  the  animals 
and  for  which  appropriate  anesthetic, 
anaJgeaic,  or  traagoiliglng  drugs  were 
used: 

(7>  State  the  common  names  and  the 
numbers  of- animals  upon  which  teach- 
ing, eqierlments,  research,  surgery,  or 

tests  were  conducted  involving  accom- 
panying pain  or  distress  to  the  animals 
and  for  which  the  use  of  appropriate 
aneethetic.  analgesic,  or  tranquUizing 
druprs  would  have  adversely  affected 
the  procedures,  results,  or  interpreta- 
tion of  the  teaching,  research,  experi- 
ments, surgery,  or  teets.  An  expla- 
nation of  the  procedures  producing 
pain  or  distress  in  these  animals  and 
the  reasons  such  drugs  were  not  used 
diall  be  attached  to  the  annual  report; 

(8)  State  the  common  names  and  the 
numbers  of  animals  beintr  bred,  condi- 
tioned, or  held  lor  use  in  teaching, 
testing,  experiments,  researoh,  or  sur- 
gery but  not  yet  used  for  such  pur- 
poses. 

L54  FR  36147,  Aug.  31.  1988.  as  amended  at  63 
FR  62926,  Nov.  10,  1998] 

S  2.37   Federal  research  facilities. 

Each  Federal  research  facility  shall 
establish  an  Institutional  Animal  Care 
and  Use  Committee  which  shall  have 
the  same  composition,  duties,  and  re- 


§2.3d 

sponsibilities  required  of  nonfederal  re- 
search facilities  by  §2.31  with  the  fol- 
lowing exceptions: 

(a)  The  Committee  shall  report  defi- 
ciencies to  the  head  of  the  Fedentl 
agency  conducting  the  reseandi  rather 
than  to  APHIS:  and 

(b)  The  head  of  the  Federal  agency 
conducting  the  research  shall  be  re- 
sponsible for  all  corrective  action  to  be 
taken  at  the  facility  and  for  the  grant- 
ing of  all  exceptions  to  inspection  pro- 
tocol. 

§2.38  MisceUanemu. 

(a)  Information  as  to  business:  fur- 
nishing of  same  by  research  facilities. 
Each  research  facility  ^hall  furnish  to 
any  APHIS  official  any  Information 

concerning:  the  business  of  the  research 
facility  which  the  APHIS  official  may 
request  in  connection  with  the  enforce- 
ment of  Idle  ptovisions  of  the  Act.  the 
res"ulations,  and  the  standards  in  this 
suljchapter.  The  Information  shall  be 
luruished  within  a  reasonable  time  and 
as  may  be  specified  in  the  request  for 
information. 

(b)  Access  and  inspection  of  records  and 
property.  (1)  Each  research  facility 
shall,  during'  business  hours,  allow 
APHIS  officials: 

(1)  To  enter  its  place  of  business; 

(ii)  To  examine  records  required  to  be 
kept  by  the  Act  and  the  regulations  in 
this  part; 

(iii)  To  make  copies  of  the  records; 

(iv)  To  inspect  the  facilities,  prop- 
erty, and  animals,  as  the  APHIS  offi- 
cials consider  necessary  to  enforce  the 
provisions  of  the  Act.  the  regulations, 
and  the  standards  in  this  subchapter; 
and 

(V)  To  document,  by  the  taking  of 
photographs  and  other  means,  condi- 
tions and  areas  of  noncompliance. 

(2)  The  use  of  a  room,  table  or  other 
facilities  necessary  for  the  proper  ex- 
amination of  the  records  and  for  in- 
spection of  the  property  or  animals 
shall  be  extended  to  APHIS  officials  by 
the  research  facility. 

<c)  Publication  of  names  of  research  fa- 
cilities subject  to  the  provisions  of  this 
part.  APHIS  will  publish  lists  of  re- 
search facilities  registered  in  accord- 
ance with  the  provisions  of  this  suh- 
part  in  the  Federal  Register.  The 
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lists  may  be  obtained  upon  reQiiest 
from  the  AC  Regional  Director. 

(d)  Inspection  for  missing  anbnala. 
Each,  research  facility  shall  allow,  npon 
request  and  during  business  hours,  po- 
lice or  officers  of  other  law  enforce- 
ment agencies  with  general  law  en- 
forcement authority  (not  those  agen- 
cies whose  duties  are  limited  to  en- 
forcement of  local  animal  regulations) 
to  enter  its  place  of  bnsineas  to  inspect 
animals  and  records  for  the  purpose  of 
seeking'  animals  that  are  missing, 
under  the  following  conditions: 

(1)  The  police  or  other  law  officer 
shall  furnish  to  the  research  facility  a 
written  description  of  the  missing:  ani- 
mal and  the  name  and  address  of  its 
owner  before  making  a  search; 

(2)  The  police  or  other  law  officer 
shall  abide  by  all  security  measures  re- 
quired by  the  research  facility  to  pre- 
vent the  spread  of  disease,  including 
the  use  of  sterile  clothing,  footwear, 
and  masks  wliare  required,  or  to  pre- 
vent the  escape  of  an  animal. 

(e)  Confiscation  and  destruction  of  ani- 
mals. (1)  If  an  animal  being  held  by  a 
research  facility  is  not  being  used  to 
carry  out  research,  testing,  or  experi- 
mentation, and  is  found  by  an  APHIS 
official  to  be  suffering  as  a  result  of  the 
failure  of  the  research  facility  to  com- 
ply with  any  provision  of  the  regula- 
tions or  the  standards  set  forth  in  this 
sabcbapter,  the  APHIS  official  shall 
make  a  reasonable  effort  to  notify  the 
research  facility  of  the  condition  of  the 
animal(s)  and  request  that  the  condi- 
tion be  corrected  and  that  adequate 
care  be  ^iven  to  alleviate  the  animal's 
suffering  or  distress,  or  that  the  ani- 
mal(s)  be  destroyed  by  euthanasia.  In 
the  event  that  the  research  facility  re- 
fuses to  comply  with  this  request,  the 
APHIS  official  may  confiscate  the  ani- 
mal(s)  for  care,  treatment,  or  disposal 
as  indicated  in  paragraph  (e)(2)  of  this 
section,  if,  in  the  opinion  of  the  Admin- 
istrator, the  circumstances  indicate 
the  animal's  health  is  in  danger. 

(2)  In  the  event  that  the  APHIS  offi- 
cial is  unable  to  locate  or  notify  the  re- 
search facility  as  required  in  this  sec- 
tion, the  AFHIS  official  shall  contact  a 
local  police  or  oti  i  law  officer  to  ac- 
company him  or  her  to  the  premises 
and  shall  provide  for  adequate  care 
when  necessary  to  alleviate  the  ani- 
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mal's  suffering.  If.  in  the  opinion  of  the 
Administrator,  the  condition  of  the 
animal(s)  cannot  be  corrected  by  this 
temporary  care,  the  APHIS  official 
shall  confiscate  the  animal  (si 

(3)  Confiscated  animals  may  be 
placed,  by  sale  or  donation,  with  other 
registrants  or  licensees  that  comply 
with  the  standards  and  regulations  and 
can  provide  proper  care,  or  they  may 
be  euthanized.  The  research  facility 
firom  which  the  animals  were  con- 
fiscated shall  bear  all  costs  incurred  in 
performing  the  placement  or  eutha- 
nasia activities  authorized  by  this  sec- 
tion. 

<f)  Handling.  (1)  HandllTig  of  all  ani- 
mals shall  be  done  as  expeditiously  and 
carefully  as  possible  in  a  manner  that 
does  not  cause  trauma,  overheating, 
excessive  cooling,  behavioral  stress, 
physical  harm,  or  unnecessary  discom- 
fort. 

(2)(i)  Physical  abuse  shall  not  be  used 
to  train,  work,  or  otherwise  handle  ani- 
mals. 

(li)  Deprivation  of  food  or  water  shall 
not  be  used  to  train,  work,  or  otherwise 
handle  animals;  Provided,  however: 
That  the  short-term  withholding  of 
food  or  water  from  animals,  when  spec- 
ified in  an  lACUC-approved  activity 
that  includes  a  description  of  moni- 
toring procedures,  is  allowed  by  these 
regulations. 

(g)  Identification  of  dogs  and  cats.  (1) 
All  live  dogs  or  cats,  including  those 
firom  any  exempt  source,  delivered  for 
transportation,  transported,  purchased 
or  otherwise  acquired,  sold,  or  disposed 
of  by  a  research  facility,  shall  be  iden- 
tified  at  the  time  of  such  delivery  for 
transportation,  purchase,  sale,  dis- 
posal, or  acquisition  in  one  of  the  fol- 
lowing ways: 

(1)  By  the  official  tag  or  tattoo  which 
was  affixed  to  the  animal  at  the  time  It 
was  acquired  by  the  research  facility, 
as  required  by  this  section;  or 

(ii)  By  a  tag,  tattoo,  or  collar,  ap- 
idled  to  the  live  dog  or  cat  by  the  re- 
search facility  and  which  individually 
identifies  the  dog  or  cat  by  number. 

(2)  All  official  tag  or  tattoo  numbers 
shall  be  correct^  listed  in  the  records 
of  purchase,  acquisition,  disposal,  or 
sale  which  shall  be  maintained  in  ac- 
cordance with  f  2.35. 
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(3)  Unweaned  puppies  or  kittens  need 
not  be  Individually  identified  while 
they  are  maintained  as  a  litter  with 
their  dam  In  the  same  primary  enclo- 
sure, provided  the  dam  has  been  indi- 
vidually Identified. 

(4)  The  official  tag  shall  be  made  of  a 
durable  alloy  such  as  brass,  bronze,  or 
steel,  or  of  a  durable  plastic.  Alu- 
minum of  a  sufficient  thickness  to  as- 
sure the  tag  is  durable  and  legible  may 
also  be  used.  The  tag  may  be  circular 
In  shape  and  not  less  than  VA  inches  in 
diameter,  or  oblong  and  flat  in  shape 
and  not  less  than  2  inches  by  %  inch, 
and  riveted  to  an  acceptable  collar. 

(5)  Each  ta^  shall  have  the  followinsr 
information  embossed  or  stamped  on  so 
that  it  is  easily  readable: 

(i)  The  letters  "USDA"; 

(ii)  Numbers  identil^rtng  the  State 
and  dealer,  exhibitor,  or  research  facil- 
ity (e.g.,  39- AB);  and 

(iii)  Numbers  identifying  the  animal 
(e.g.,  82488). 

(6)  Official  tagrs  shall  be  serially  num- 
bered and  shall  be  applied  to  dogs  or 
cats  in  the  manner  set  forth  in  this 
section  in  as  olose  to  consecutive  nu- 
merical order  as  possible.  No  ta?  num- 
ber shall  be  used  to  Identify  more  than 
one  animal  or  shall  be  reused  within  a 
5-year  period. 

(7)  Research  facilities  may  obtain,  at 
their  own  expense,  official  tags  from 
commercial  tag  manufacturers.^  At  the 
time  the  research  facility  is  registered, 
the  Department  will  assign  identifica- 
tion letters  and  numbers  to  be  used  on 
the  ofCioial  tags. 

(8)  Bach  research  facility  shall  be 
held  accountable  for  all  official  tas^s 
acquired.  In  the  event  an  official  tag  is 
lost  from  a  dog  or  cat  while  in  the  pos- 
sessinn  of  a  research  facility,  the  facil- 
ity shall  make  a  diligent  effort  to  lo- 
cate and  reapply  the  tag  to  the  proper 
animal.  If  the  lost  tag  is  not  located, 
the  research  facility  shall  affix  another 
official  lag  lo  the  animal  In  the  man- 
ner prescribed  in  this  section  and 
record  the  ta^  number  on  the  official 
records. 


list  of  the  commercial  mauufacturMn 
who  produce  these  ta«8  and  are  known  to  the 
Dcpaitmenr  may  be  obtained  from  the  AC 
Regional  Director.  Any  manufacturer  who 
desires  to  be  inoluded  in  the  list  riiould  no- 
tify the  AdmlniBtrator. 


(9)  When  a  dosr  or  cat  wearing  or 

identified  by  an  official  tag  arrives  at  a 
research  facility,  the  facility  may  con- 
tinue to  use  that  tag  to  identify  the 
doer  or  cat  or  the  tag  may  be  replaced 
as  indicated  in  paragraph  (g)(1)  of  this 
section.  All  tags  removed  by  a  research 
facility  shall  be  retained  and  disposed 
of  as  indicated  in  this  section. 

(10)  Where  a  dog  or  cat  to  which  is  af- 
fixed or  which  Is  identified  by  an  offi- 
cial tag  is  euthanized,  or  dies  from 
other  causes,  the  research  facility  shall 
remove  and  retain  the  tag  for  the  re- 
quired period,  as  set  forth  in  paragraph 
(g)(ll)  of  this  section. 

(11)  All  official  tags  removed  and  re- 
tained by  a  research  facility  shall  be 
held  until  called  for  by  an  APHIS  offi- 
cial or  for  a  period  of  1  year. 

(12)  When  official  tags  are  removed 
from  animals  for  disposal,  the  tags 
must  be  disposed  of  so  as  to  preclude 
their  reuse  for  animal  identification. 
No  animal  identification  number  shall 
be  used  within  any  5-year  period  fol- 
lowing its  previous  use. 

(h)  Health  certification.  (1)  No  researcdi 
facility,  including  a  Federal  research 
facility,  shall  deliver  to  any  inter- 
mediate handler  or  carrier  for  trans- 
portation, in  commerce,  or  shall  trans- 
port in  commerce  any  dog,  cat,  or 
nonhunian  primate  unless  the  dog.  cat. 
or  nonhuman  primate  is  accompanied 
by  a  health  certificate  executed  and 
issued  by  a  licensed  veterinarian.  The 
health  certificate  shall  state  that: 

(i)  The  licensed  veterinarian  in- 
si>ected  the  dog,  cat,  or  nonhuman  pri- 
mate on  a  specified  date  which  shall 
not  be  more  than  10  days  prior  to  the 
delivery  of  the  dog,  cat,  or  nonhuman 
primate  for  transportation;  and 

(ii)  When  so  inspected,  the  dog,  cat, 
or  nonhuman  primate  appeared  to  the 
licensed  veterinarian  to  be  free  of  any 
infectious  disease  or  physical  abnor- 
mality which  would  endanger  the  anl- 
mai(s)  or  other  animals  or  endanger 
public  health. 

(2)  The  Secretary  may  provide  excep- 
tions to  the  health  certification  re- 
quirement on  an  individual  basis  for 
animals  shipped  to  a  research  facility 
for  puxposes  of  research,  testing,  or  ex- 
perimentation when  the  research  facil- 
ity requires  aplmals  not  eligible  for 
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certification.  Requests  should  be  ad- 
dressed to  the  Animal  and  Plant 
Health  Inspection  Service*  Animal 
Care,  4700  River  Road,  Unit  84,  Rlveiv 

dale.  Maryland  20737-1234. 

(3)  The  U.S.  Interstate  and  Inter- 
national Certificate  of  Health  Exam- 
ination for  Small  Animals  (APHIS 

Form  7001 VS  Form  18-1)  may  be  used 
for  health  rortification  by  a  licensed 
veterinarian  aa  required  by  this  sec- 
tion. 

(i)  Holding  of  animals.  If  any  research 
facility  obtains  prior  approval  of  the 
AC  Regional  Director,  it  may  arrange 
to  have  another  person  hold  animals: 
Provided^  That: 

(1)  The  other  person  agrrocs.  in  writ- 
ing-, to  comply  with  the  regulations  in 
this  part  and  the  standards  in  part  3  of 
this  sahGhapter.  and  to  alio w  inspeo- 
tion  of  the  premises  by  an  APHIS  offi- 
cial during  business  hours; 

(2)  The  animals  remain  under  the 
total  control  and  responslbllltsr  of  the 
reaearoh  fiibclllty;  and 

(3)  Tho  Institutional  Official  agrrees. 
in  writint?.  that  the  other  person  or 
premises  is  a  recognized  animal  site 
under  its  research  facility  registration. 
APHIS  Form  7009/VS  Form  18-9  shall  he 
used  for  approval. 

(j)  Holding  period.  Research  facilities 
that  obtain  dogs  and  oats  flrom  sources 
other  than  dealers,  exhibitors,  and  ex- 
empt persons  shall  hold  the  animals  for 
5  full  days,  not  including  the  day  of  ac- 
quisition, after  aoqulrlnir  the  animal, 
excluding  time  in  transit,  before  they 
may  be  used  by  the  facility.  Research 
facilities  shall  comply  with  the  identi- 
fication of  animals  requirements  set 
forth  in  §  2.38(g)  during  this  period. 

(k)  Compliance  with  stanclards  and  pro- 
hibitions. (1)  Elach  research  facility 
shall  comply  in  all  respects  with  the 
regulations  set  forth  in  subpart  C  of 
this  part  and  the  standards  set  forth  in 
part  3  of  this  subchapter  for  the  hu- 
mane handUng*.  care,  treatmentt  hous- 
ing, and  transportation  of  animals; 
Provided,  however.  That  exceptions  to 
the  standards  in  part  3  and  the  provi- 
sions of  subpart  O  of  this  part  may  be 
made  only  when  such  exceptions  are 
specified  and  justified  in  the  proposal 
to  conduct  the  activity  and  are  ap- 
proved by  the  lAOUC. 


(2)  No  person  shall  obtain  live  ran- 
dom source  dogs  or  cats  by  use  of  false 
pretenses,  misrepresentation,  or  decep- 
tion. 

(3)  No  person  shall  acquire,  buy.  sell, 
exhibit,  use  for  research,  transport,  or 
offer  for  transportation,  any  stolen 

animal. 

(4)  Each  research  facility  shall  com- 
ply with  the  regulations  set  forth  in 
12.138  of  subpart  I  of  this  part. 

[64  FR  86147.  Aug.  31.  1989,  as  amended  at  68 
PR  80129,  July  22.  1993;  59  FR  67612.  Dec.  80, 
1904;  80  FR  13885,  Mar.  15.  1985;  63  FR  68886, 
Nov.  10. 1998] 

Subpart  D— Attending  Veterinarian 
and  Adequate  Veterinary  Care 

§2.40  Afttendliig  vetarlnarian  and  ade- 
quate vetedaafy  eara  (daalsn  and 

exhibitors). 

(a)  Each  dealer  or  exhibitor  shall 
have  an  attendlncr  veterinarian  who 

shall  provide  adequate  veterinary  care 
to  its  animals  in  compliance  with  this 
section. 

(1)  Bach  dealer  and  exhibitor  shall 

employ  an  attending  veterinarian 
under  formal  arrangements.  Tn  the  case 
of  a  part-time  aLLending  veiermaiian 
or  consultant  arrangements,  the  for- 
mal arransrements  shall  Include  a  writ- 
ten proy:ram  of  veterinary  care  and  reg- 
ularly scheduled  visits  to  the  premises 
of  the  dealer  or  eidilbltor;  and 

(2)  Each  dealer  and  exhibitor  shall  as- 
sure that  the  attending  veterinarian 
has  appropriate  authority  to  ensure 
the  provision  of  adequate  vetertnafy 
care  and  to  oversee  the  adequacy  of 
other  aspects  of  animal  care  and  use. 

(b)  Each  dealer  or  exhibitor  shall  es- 
tablish and  maintain  programs  of  ade- 
quate veterinary  care  that  include: 

(1)  The  availability  of  appropriate  fa- 
cilities, personnel,  equipment,  and 
services  to  comply  with  the  provlslonB 
of  this  subchapter; 

(2)  The  use  of  appropriate  methods  to 
prevent,  control,  diagnose,  and  treat 
diseases  and  Injuries,  and  the  avail- 
ability of  emergency,  weekend,  and 
holiday  care; 

(8)  Dally  observation  of  9l\  animals 
to  assess  their  health  and  well-being; 
Provided,  hoivever.  That  daily  observa- 
tion of  animals  may  be  accomplished 
by  someone  other  than  the  attending 
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veterinarian;  and  Provided,  further. 
That  a  mechanism  of  direct  and  fre- 
quent communication  is  required  so 
that  timely  and  accurate  information 
on  problems  of  animal  health,  behav- 
ior, and  well-beintr  is  conv^ed  to  the 
attending  veterinarian; 

(4)  Adequate  guidance  to  personnel 
involved  in  the  care  and  use  of  animals 
regarding-  handling,  immobilization, 
anesthesia,  analgesia,  tranquilization, 
and  euthanasia;  and 

(5)  Adequate  pre-procedural  and  post- 
procedural  care  in  accordance  with  es- 
tablished veterinary  medical  and  nurs- 
ing procedures. 

Subpart  E— Identification  of 
Animals 

i%SO  Time  and  method  of  Identifloa- 

tion. 

(a)  A  class  "A"  dealer  (breeder)  shall 
identify  all  live  dogs  and  cats  on  the 
premises  as  follows: 

(1)  All  live  dogs  and  cats  held  on  the 

premises,  purchased,  or  otherwise  ac- 
quired, sold  or  otherwise  disposed  of,  or 
removed  from  the  premises  for  delivery 
to  a  research  facility  or  exhibitor  or  to 

another  dealer,  or  for  sa1o.  through  an 
auction  sale  or  to  any  person  foi'  use  as 
a  pet,  shall  be  identified  by  an  olliciai 
taer  of  the  t3rpe  described  In  §2.51  af- 
fixed to  the  animal's  neck  by  means  of 
a  collar  made  of  material  generally 
considered  acceptable  to  pet  owners  as 
a  means  of  identifying  their  pet  dogs  or 
cats  2.  or  shall  be  identified  by  a  dis- 
tinctive and  legible  tattoo  marking  ac- 
ceptable to  and  approved  by  the  Ad- 
ministrator. 

(2)  Live  puppies  or  kittens,  less  than 
16  weeks  of  age,  shall  be  identified  by: 

(i)  An  official  tag  as  described  in 

12.61: 


2In  epneral.  well  fitted  collars  made  of 
leather  or  plastic  will  be  acceptable  under 
this  proTiBlon.  The  use  of  certain  types  of 
chains  presently  used  by  some  dealers  may 
also  be  deemed  acceptable.  APHIS  will  deter- 
mine the  aoceptatiility  of  a  material  pro- 
posed for  usage  as  collars  from  the  stand- 
point of  humane  considerations  on  an  indi- 
vidual basis  in  consultation  with  the  dealer 
or  exhibitor  involved.  The  use  of  materials 
such  as  wire,  elastic,  or  sharp  metal  that 
might  cause  discomfort  or  injury  to  the  dogs 
or  oats  is  not  acceptable. 


(ii)  A  distinctive  and  legible  tattoo 
marking  approved  by  the  Adminis- 
trator; or 

(ill)  A  plastic^type  collar  acceptable 
to  the  Administrator  which  has  legibly 
placed  thereon  the  information  re- 
quired for  an  official  tag  pursuant  to 
§2.51. 

(b)  A  class  "B"  dealer  shall  identify 
all  live  doK-s  and  cats  undei-  his  or  her 
control  or  on  his  or  her  premises  as  fol- 
lows: 

(1)  When  live  dogs  or  oats  are  held, 

purchased,  or  otherwise  acquired,  they 
shall  be  immediately  identified: 

(1)  By  affixing  to  the  animal's  neck 
an  official  tag  as  set  forth  in  §2.51  by 

means  of  a  collar  made  of  material 
generally  acceptable  to  pet  owners  as  a 
means  of  identifying  their  pet  dogs  or 
cats^;  or 

(ii)  By  a  distinctive  and  legible  tat- 
too marking  approved  by  the  Adminis- 
trator. 

(2)  If  any  live  dog  or  cat  is  already 

identified  by  an  official  tag  or  tattoo 
which  has  been  applied  by  another 
dealer  or  exhibitor,  the  dealer  or  ex- 
hibitor who  purchases  or  otherwise  ac- 
quires the  animal  may  continue  identi- 
fying the  dog  or  cat  by  the  previous 
identification  number,  or  may  replace 
the  previous  tag  with  his  own  official 
tag  or  approved  tattoo.  In  either  case, 
the  class  B  dealer  or  class  C  exhibitor 
shall  correctly  list  all  old  and  new  offi- 
cial tag  numbers  or  tattoos  in  his  or 
her  records  of  purchase  which  shall  be 
maintained  in  accordance  with  §§2.75 
and  2.77.  Any  new  official  tag  or  tattoo 
number  shall  be  used  on  all  records  of 
any  subsequent  sales  by  the  dealer  or 
exhibitor,  of  any  dog  or  cat. 

(3)  Live  puppies  or  kittens  less  than 
16  weeks  of  age,  shall  be  identified  by: 

(i)  An  official  tag  as  described  in 
§2.51: 

(ii)  A  distinctive  and  legible  tattoo 
marking  approved  by  the  Adminis- 
trator: or 

(iii)  A  plastic-type  collar  acceptable 
to  the  Administrator  which  has  legibly 
placed  thereon  the  information  re- 
quired for  an  official  tag  pursuant  to 
§2.51. 

(4)  When  any  dealer  has  made  a  rea- 
sonable effort  to  affix  an  ofHoial  tag  to 


•See  footnote  2  In  §3.50(aXl). 
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a  cat,  as  set  forth  in  parag^raphs  (a)  and 
(b)  of  tills  section,  and  has  been  unable 
to  do  80,  or  when  the  cat  exhlMtB  seri- 
ous distress  firom  the  attachment  of  a 

collar  and  tag-,  the  dealer  shall  attach 
the  collar  and  tag  to  the  door  of  the 
primary  enclosure  containing  the  cat 
and  take  measures  adequate  to  main- 
tain the  identity  of  the  cat  in  relation 
to  the  tag.  Each  primary  enclosure 
shall  contain  no  more  than  one  weaned 
cat  without  an  afOzed  collar  and  offi- 
cial  tag.  unless  the  cats  are  identified 
by  a  distinctive  and  legible  tattoo  or 
plastlc-type  collai'  approved  by  the  Ad- 
ministrator. 

(c)  A  class  "C"  exhibitor  shall  iden- 
tify all  live  dogs  and  cats  under  his  or 
her  control  or  on  his  or  her  premises, 
whether  held,  purohased,  or  otherwise 
acquired: 

(1)  As  set  forth  in  para^rraph  (bXD  or 

(b)(3)  of  this  section,  or 

(2)  By  identifying  each  dog  or  cat 
with: 

(1)  An  official  USD  A  sequentially 
numbered  ta^^  that  is  kept  on  the  dOOr 
of  the  animal  s  cage  or  run; 

(11)  A  record  book  containing  each 
animal  s  tag  number,  a  written  descrip- 
tion of  each  animal,  the  data  required 
by  §  2.75(a),  and  a  clear  photograph  of 
each  animal;  and 

(ill)  A  duplicate  taer  that  accom- 
panies each  dog  or  cat  whenever  it 
leaves  the  compound  or  premises. 

(d)  Unweaned  puppies  or  kittens  need 
not  be  individually  identified  as  re- 
quired by  paragraphs  (a)  and  (b)  of  this 
section  while  they  are  maintained  as  a 
litter  with  their  dam  in  the  same  pri- 
mary enclosure,  provided  the  dam  has 
been  individually  identified. 

(e)  (1)  All  animals,  except  dogs  and 
cats,  delivered  for  transportation, 
transported,  purchased,  sold,  or  other- 
wise acquired  or  disposed  of  by  any 
dealer  or  exhibitor  shall  be  identified 
by  the  dealer  or  exhibitor  at  the  time 
of  delivery  for  transportation,  pur- 
chase, sale,  acquisition  or  disposal,  as 
provided  for  in  this  paragraph  and  in 
records  maintained  as  required  in 
K2.75  end  2.77. 

(2)  When  one  or  more  animals,  other 
than  dogs  or  cats,  are  confined  in  a  pri- 
mary enclosure,  the  anlmal(s)  shall  be 
identified  by: 
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(i)  A  label  attached  to  the  primary 
enclosure  which  shall  bear  a  descrip- 
tion of  the  animals  in  the  primary  en^ 
closure,  includingr: 

(A)  The  number  of  animals: 
(£)  The  species  of  the  animals; 

(C)  Any  distinctive  physical  featires 
of  the  animals;  and 

(D)  Any  identifying  marks,  tattoos, 
or  tags  attached  to  the  animals; 

(ii)  Marking  the  primary  enclosaxe 
with  a  painted  or  stenciled  niunber 
which  shall  be  recorded  in  the  records 
of  the  dealer  or  exhibitor  together 
with: 

(A)  A  destslption  of  the  anlmal(B): 

(B)  The  species  of  the  animal(s);  and 

(C)  Any  distinctive  physical  features 
of  the  anlmal(s);  or 

(iii)  A  tag  or  tattoo  applied  to  each 
animal  in  the  primary  enclosure  by  the 
dealer  or  exhibitor  which  individually 
identifies  each  animal  by  description 
or  number. 

(3)  When  any  animal,  other  than  a 
dog  or  cat,  is  not  confined  in  a  primary 
enolosnre,  it  shall  be  identified  on  a 
record,  as  required  by  §  2.75,  which  shall 
accompany  the  animal  at  the  time  it  is 
delivered  for  transportation,  trans- 
ported, punAased,  or  sold,  and  shall  be 
kept  and  maintained  by  the  dealer  or 
exhibitor  as  part  of  his  or  her  reoords. 

%tJBl  Foimof  eflteialtaf. 

(a)  The  ofHcial  tag  shall  be  made  of  a 
dura>)lp  alloy  such  as  brass,  bronze,  or 
steel,  or  of  a  durable  plastic.  Alu- 
minum of  a  sufficient  thickness  to  as- 
sure the  ta«r  is  durable  and  legible  may 
also  be  used.  The  tag  shall  be  oae 
the  following  shapes: 

(1)  Circular  in  shape  and  not  less 
than  IVi  Inches  in  diameter,  or 

(2)  Oblong  and  flat  in  shape,  not  less 
than  2  inches  by  %  inch  and  riveted  to 
an  acceptable  collar. 

(b)  Each  tag  shall  have  the  followlnir 
information  embossed  or  stanq^  on  so 
that  it  is  easily  readable: 

(1)  The  letters  "USDA"; 

(2)  Numbers  identHyimr  the  State 
and  dealer,  exhibitor,  or  research  facil- 
ity (e.g.,  39-AB);  and 

(3)  Numbers  identifying  the  animal 
(e.g.,  82488). 

(c)  Official  tags  shall  be  serially 
numbered.  No  individual  dealer  or  ex- 
hibitor shall  use  any  identification  tag 
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number  more  than  once  within  a  5-year 
period. 

I2J8  How  to  obtain  tags. 

Dealers  or  exhitiitors  may  ol»tain,  at 
their  own  expenso.  official  tags  from 
commercial  tag  manufaf  turers. '  At  the 
time  the  dealer  or  exhibitor  is  isaued  a 
license  or  is  registered,  the  Depart- 
ment will  assign  identification  letters 
and  numbets  and  inform  them  of  the 
identification  letters  and  numbers  to 
he  need  on  the  official  tags. 

[M  FR  36147,  Aug.  81,  1908,  as  amended  at  63 
FR  62927.  Nov.  10,1998] 

iW  Ueeoftaci. 

Official  tags  ohtained  by  a  dealer,  ex- 

hlbitor.  or  research  facility,  shall  be 
applied  to  dogs  or  cats  in  the  manner 
set  forth  in  §2.50  and  in  as  close  to  con- 
secutive numerical  order  as  possible. 
No  tag  number  shall  be  used  to  identify 
more  than  one  animal.  No  number 
shall  be  repeated  within  a  5-year  pe- 
riod. 

§  2.54    Lost  tags. 

Each  dealer  or  exhibitor  shall  be  held 
accountable  for  all  official  tags  ac- 
quired. In  the  event  an  official  tag  is 

lost  from  a  dog  or  cat  while  in  the  pos- 
session of  a  dealer  or  exhibitor,  the 
dealer  or  exhibitor  shall  make  a  dili- 
gent effort  to  locate  and  reapply  the 
tag  to  the  proper  animal.  If  the  lost  tag 
is  not  located,  the  dealer  or  exhibitor 
shall  affix  another  official  tag  to  the 
animal  in  the  manner  prescribed  in 
§  2.50,  and  record  the  tag  number  on  the 
official  records. 

itM  BeBMival  and  disposal  ef  tags. 

(a)  Wheie  a  dog  or  cat  to  which  is  af- 
fixed or  which  is  Identified  by  an  offi- 
cial tag  is  euthanized,  or  dies  from 
other  causes,  the  dealer  or  exhibitor 
shall  remove  and  retain  the  tag  for  the 
required  period,  as  set  forth  in  para- 
graph (b)  of  tills  section. 

(b)  All  official  tags  removed  and  re- 
tained by  a  dealer  or  exhibitor  shall  be 


*A  list  of  the  commercial  manufacturers 
who  produce  these  tags  and  are  known  to  the 
Dopartment  may  be  obtained  from  the  AC 
Regional  Director.  Any  manufacturer  who 
desires  to  be  indaded  in  the  list  should  no- 
tify the  Administrator. 


held  until  called  for  by  an  APHIS  offi- 
cial or  for  a  period  of  1  year. 

(c)  When  official  tags  are  removed 
from  animals  for  disposal,  the  tags 
must  be  disposed  of  so  as  to  preclude 
their  reuse  for  animal  identification. 
No  animal  Identification  number  shall 
be  used  within  any  5-year  period  fol- 
lowing its  previous  use. 

Subpart  F-^tolen  Animals 

i2J80  Prohflbition   on   the  purchase* 
sale,  use»  or  tran^ortatioa  of  stolen 

animals. 

No  person  shall  buy,  sell,  exhibit,  use 
for  research,  transport,  or  offer  for 
transportation,  any  stolen  animal. 

Subpart  G— Records 

12.76  Records  Dealers  and  eadiibitogs. 

(aKl)  Each  dealer,  other  than  opera- 
tors of  auction  sales  and  brokers  to 
whom  animals  are  consigned,  and  each 
exhibitor  shall  make,  keep,  and  main- 
tain records  or  forms  which  fully  and 
correctly  disclose  the  following  infor- 
mation concerning  each  dog  or  cat  pur- 
chased or  otherwise  aoQuired,  owned, 
held,  or  otherwise  in  his  or  her  posses- 
sion or  under  his  or  her  control,  or 
which  is  transported,  euthanized,  sold, 
or  otherwise  disposed  of  by  that  dealer 
or  exhibitor.  The  records  shall  include 
any  offspring  born  of  any  animal  while 
in  his  or  her  possession  or  under  his  or 
her  control. 

(i)  Thp  name  and  address  of  the  per- 
son from  whom  a  dog  or  cat  was  pur- 
chased or  otherwise  acquired  whether 
or  not  tlie  person  is  required  to  be  li> 
censed  or  registered  under  the  Act: 

fii)  The  USDA  license  or  registration 
number  of  the  person  if  he  or  she  is  li- 
censed or  registered  under  Idie  Act; 

(iii)  The  vehicle  license  number  and 
state,  and  the  driver's  license  number 
and  state  of  the  person,  if  he  or  she  is 
not  licensed  or  registered  under  the 
Act; 

(iv)  The  name  and  address  of  the  per- 
son to  whom  a  dog  or  cat  was  sold  or 
given  and  that  person's  license  or  reg- 
istration  number  if  he  or  she  is  li- 
censed or  registered  under  the  Act; 

(v)  The  date  a  dog  or  cat  was  ac- 
quired or  disposed  of,  indnding  by  eu- 
thanasia; 
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(vl)  The  official  USDA  tag  number  or 
tattoo  assigned  to  a  dog  or  cat  under 
ff2.S0  and  3.64; 

(vil)  A  description  Of  each  dog  or  oat 
wMch  shall  include: 

(A)  The  species  and  breed  or  type; 

(B)  The  sex; 

(O  The  date  of  hirth  or  approziiiiate 

age;  and 

(D)  The  color  and  any  dlstinotlTe 
markings; 

(viii)  The  method  of  transportation 

including  the  name  of  the  initial  car- 
rier or  intermediate  handler  or,  if  a 
privately  owned  vehicle  is  used  to 
transport  a  dogr  or  cat,  the  name  of  the 
owner  of  the  privately  owned  vehicle; 

(ix)  The  (late  and  method  of  disposi- 
tion of  a  dog  or  cat,  e.g.,  sale,  death, 
euthanasia,  or  donation. 

(2'i  Each  dealer  and  exhibitor  shall 
use  Record  of  Aquisition  and  Dogs  and 
Cats  on  Hand  (APfflS  Form  lOO^TVS 
Form  18-^)  and  Record  of  Disposition  of 
Dogs  and  Cats  (APHIS  Form  7006VS 
Form  18-6)  to  make,  keep,  and  main- 
tain the  information  required  by  para- 
graiih  (a)(1)  of  this  section:  Provided, 
that  if  a  dealw  or  exhibitor  who  uses  a 
computerized  recordkeeping:  system  be- 
lieves that  APHIS  Form  7005A'^S  Form 
and  APHIS  Form  7006/V8  Form  18- 
6  are  unsuitable  for  him  or  her  to 
make,  keep,  and  maintain  the  informa- 
tion required  by  paragraph  (a)(1)  of  this 
section,  the  dealer  or  eachibitor  may  re- 
quest  a  variance  from  the  requirement 
to  use  APHIS  Form  7005/VS  Form  lS-6 
and  APHIS  Form  lOO&VS  Form  18-6. 

(i)  The  request  for  a  variance  mnst 
consist  of  a  written  statement  describ- 
ing why  APHIS  Form  7005.  VS  Form  1&- 
5  and  APHIS  Form  7006/VS  Form  18-6 
are  unsuitable  for  the  dealer  or  exhibi- 
tor to  make,  keep,  and  maintain  the 
information  required  by  paragraph 
(a)(1)  of  this  section,  and  a  description 
of  the  computerized  recordkeepinflr  sys- 
tem  the  person  would  use  in  lieu  of 
APHIS  Form  7005A^S  Form  ia-5  and 
APHIS  Form  7006Ars  Form  IBS  to 
make,  keep,  and  maintain  the  informa- 
tion required  by  paragrraph  (a)(1)  of  this 
section.  APHIS  will  advise  the  person 
as  to  the  disposition  of  his  or  her  re- 
quest for  a  variance  from  the  require- 
ment to  use  APHIS  Form  7005A/"S  Form 
18-6  and  APHIS  Form  7006/VS  Form  18- 
6. 
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(ii)  A  dealer  or  exhibitor  whose  re- 
quest for  a  variance  has  been  denied 
may  request  a  hearing  in  accordance 
with  the  applicable  rules  of  practioe  for 
the  purpose  of  showing  why  the  request 
for  a  vsiiance  should  not  be  denied. 
The  denial  of  the  yarianoe  shall  remain 
in  effect  until  the  final  legal  decision 
has  been  rendered. 

(3)  The  USDA  Interstate  and  Inter- 
national Certificate  of  Health  Exam- 
ination  for  Small  Animals  (AFBXB 
Form  700 WS  Form  18-1)  may  be  used 
by  dealers  and  exhibitors  to  make, 
keep,  and  maintain  the  information  re- 
quired by  §2.79. 

(4)  One  copy  of  the  record  containing 
the  information  required  by  paratrraph 
(a)(1)  of  this  section  shaii  accompany 
each  shipment  of  any  dog  or  cat  pur- 
chased or  otherwise  acquired  by  a  deal- 
er or  exhibitor.  One  copy  of  the  record 
containing  the  information  required  by 
paragraph  (aXD  of  this  section  shall 
accompany  each  shipment  of  any  dog 
or  cat  sold  or  otherwise  disposed  of  by 
a  dealer  or  exhibitor;  Provided,  however, 
that,  except  as  provided  in  f  2.188(b)  of 
this  part  for  dealers,  information  that 
indicates  the  source  and  date  of  acqui- 
sition of  a  dog  or  cat  need  not  appear 
on  the  copy  of  the  record  accom- 
panying the  shipment.  Ono  copy  of  the 
record  containing  the  information  re- 
quired by  paragraph  (a)(1)  of  this  sec- 
tion shall  be  retained  by  the  dealer  or 
exhibitor. 

(b)(1)  Every  dealer  other  than  opera- 
tors of  auction  sales  and  brokers  to 
whom  animals  are  consigned,  and  ex- 
hibitor shall  make,  keep,  and  maintain 
records  or  forms  which  fully  and  cor- 
rectly disclose  the  following  informa- 
tion oonoeming  animals  other  than 
dogs  and  cats,  purchased  or  otherwise 
acquired,  owned,  held,  leased,  or  other- 
wise in  Ills  or  her  possession  or  under 
his  or  her  control,  or  which  is  trans- 
ported, sold,  euthanized,  or  otherwise 
disposed  of  by  that  dealer  or  exhibitor. 
The  records  shall  include  any  offspring 
bom  of  any  animal  while  in  his  or  her 
possession  or  under  his  or  her  control. 

(i)  The  name  and  address  of  the  per- 
son from  whom  the  animals  were  pur- 
chased or  otherwise  acquired; 

(ii)  The  USDA  license  or  registration 
number  of  the  person  if  he  or  tAie  is  li- 
censed or  registered  under  the  Act; 
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(iii)  The  vehicle  license  number  and 
state,  and  the  driver's  license  number 
and  state  of  the  person,  if  he  or  she  is 
not  licensed  or  registered  under  the 
Act; 

(iv)  The  name  and  address  of  the  per- 
son to  whom  an  animal  was  sold  or 
given; 

(v)  The  date  of  purchase,  acquisition, 

sale,  or  disposal  of  the  animal(s): 
(vl)  The  species  of  the  animal(s);  and 
Mi)  The  nnmber  of  animals  in  the 

shipment. 

(2)  Record  of  Animals  on  Hand  (other 
than  dogs  and  cats)  (APHIS  Form  7019/ 
VS  Form  18-19)  and  Record  of  Acquisi- 
tion, Disposition,  or  Transport  of  Ani- 
mals (other  than  dogs  and  cats) 
(APHIS  Form  7020A^S  Form  18-20)  are 
forms  which  may  be  used  hy  dealers 
and  exhibitors  to  keep  and  maintain 
the  information  required  by  paragraph 
(b)(1)  of  this  section  concerning  ani- 
mals other  than  dogs  and  cats  except 
as  provided  in  §2.79. 

(3)  One  copy  of  the  record  containing 
the  information  required  by  i)aragraph 
(b)(1)  of  this  section  shall  accompany 
each  shipment  of  any  animaKs)  other 
than  a  dog:  or  cat  purchased  or  other- 
wise acquired  by  a  dealer  or  exhibitor. 
One  copy  of  the  record  containing  the 
information  required  by  paragraph 
(h)(1)  of  this  section  shall  accompany 
each  shipment  of  any  animal  other 
than  a  dog  or  cat  sold  or  otherwise  dis- 
posed of  by  a  dealer  or  exhibitor;  Pro- 
vided, however.  That  information  which 
indicates  the  source  and  date  of  acqui- 
sition of  any  animal  other  than  a  dog 
or  cat  need  not  appear  on  the  copy  of 
the  record  accompanyiner  the  shipment. 
The  dealer  or  exhibitor  shall  retain  one 
copy  of  the  record  containing  the  infor- 
mation required  by  paiagraiih  (b)(1)  of 
this  section. 

[64  FR  96147.  Aug.  31.  1989.  as  amended  at  58 
FR  30129.  July  22.  1993;  58  FR  45041.  Amr.  96. 
1993;  00  FR  18895,  Mar.  15, 1995] 

i^2.76  Records:  Operators  of  auction 
sales  and  broken. 

(a)  Every  operator  of  an  auction  sale 

or  broker  shall  make,  keep,  and  main- 
tain records  or  forms  which  fully  and 
correctly  disclose  the  following  infor- 
mation oonceming  each  animal  con- 
signed for  auction  or  sold,  whether  or 
not  a  fee  or  commission  is  charged: 


(1)  The  name  and  address  of  the  per- 
son who  owned  or  consigned  the  anl- 
malcs)  for  sale; 

(2)  The  name  and  address  of  the 
buyer  or  consignee  who  received  the 
animal; 

(3)  The  USDA  license  or  registration 
number  of  the  perBon(8)  selling,  con- 
signing, huying.  or  receiving  the  ani- 
mals if  he  or  she  is  licmised  or  reg- 
istered under  the  Act; 

(4)  The  vehicle  license  number  and 
state,  and  the  driver*s  license  number 
and  state  of  the  person,  if  he  or  she  is 
not  licensed  or  registered  under  the 
Act; 

(5)  The  date  of  the  consignment; 

(6)  The  official  USDA  tag  number  or 
tattoo  assigned  to  the  animal  under 
§§2.50  and  2.54; 

(7)  A  deeciiption  of  the  animal  which 
shall  include: 

(i)  The  species  and  breed  or  type  of 
animal; 

(ii)  The  sex  of  the  animal;  and 

(ill )  The  date  of  birth  or  approximate 

age;  and 

(iv)  The  color  and  any  distinctive 
markings; 

(8)  The  auction  sales  number  or 
records  number  assigned  to  the  animal. 

(b)  One  copy  of  the  record  containing 
the  information  required  by  paragraph 
(a)  of  this  section  shall  be  given  to  the 
consignor  of  each  animal,  one  copy  of 
the  record  shall  be  given  to  the  pur- 
chaser of  each  animal:  Provided,  houh 
ever.  That  information  which  indicates 
the  source  and  date  of  consignment  of 
any  animal  need  not  appear  on  the 
copy  of  the  record  given  the  purchaser 
of  any  animal.  One  copy  of  the  record 
containing  the  information  required  by 
paragraph  (a)  of  this  section  shall  be 
retained  by  the  operator  of  such  auc- 
tion sale,  or  broker,  for  each  animal 
sold  by  the  auction  sale  or  broker. 

§S.77  Records:    Carviens   and  inter- 
mediate handlers. 

(a)  In  connection  with  all  live  ani- 
mals accepted  for  shipment  on  a  C.O.D. 
basis  or  other  arrangement  or  practice 
under  which  the  cost  of  an  animal  or 
the  transportation  of  an  animal  is  to 
be  paid  and  collected  upon  delivery  of 
the  animal  to  the  consignee,  the  ac- 
cepting cairiei  or  intermediate  han- 
dler, if  any,  sliaU  keep  and  maintain  a 
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copy  of  the  conslgrnor's  written  guar- 
antee for  the  payment  of  transpor- 
tation charged  for  any  animal  not 
claimed  as  provided  in  §2.80,  incliidiiiff» 
where  necessary,  both  the  return  trans- 
portation chareres  and  an  amount  suffi- 
cient to  reimburse  the  carrier  for  out- 
of-pooket  ezpeneee  Inonrred  for  Che 
care,  feeding-,  and  storag^e  of  the  ani- 
mal. The  carrier  or  intermediate  han- 
dler at  destination  shall  also  keep  and 
maintain  a  copy  of  the  sbipplng  docu- 
ment containing'  the  time,  date,  and 
method  of  each  attempted  notification 
and  the  final  notification  to  the  con- 
elflrnee  and  the  name  of  the  person  noti- 
fy: ni^  the  consignee,  as  provided  in 
§2.80. 

(b)  In  connection  with  all  live  dogs, 
oats,  or  nonhnman  primates  delivered 

for  transportation,  in  commerce,  to 
any  carrier  or  intermediate  handler,  by 
any  dealer,  research  facility,  exhibitor, 
operator  of  an  auction  sale,  broker,  or 
department,  agency  or  instrumentality 
of  the  United  States  or  of  any  state  or 
local  government,  the  accepting  car- 
rier or  intermediate  handler  shall  keep 
and  maintain  a  copy  of  the  health  cer- 
tification completed  as  required  by 
§2.79,  tendered  with  each  live  dog,  cat, 
or  nonhuman  primate. 

§2.78^ja«alth  certification  and  identi- 

(a)  No  dealer,  exhibitor,  operator  of 

an  auction  sale,  broker,  or  department, 
agency,  or  instrumentality  of  the 
United  States  or  of  any  State  or  local 
government  shall  deliver  to  any  inter- 
mediate handler  or  carrier  for  trans- 
portation, in  commerce,  or  shall  trans- 
port in  commerce  any  dog,  cat,  or 
nonhuman  primate  unless  the  dog,  cat, 
or  nonhuman  primate  is  accompanied 
by  a  health  certificate  executed  and 
issued  by  a  licensed  veterinarian.  The 
health  certificate  shall  state  that: 

(1)  The  licensed  veterinarian  in- 
spected the  dog,  cat.  or  nonhuman  pri- 
mate on  a  specified  date  which  shall 
not  be  more  than  10  days  prior  to  the 
delivery  of  the  dog,  cat,  or  nonhuman 
primate  for  transportation;  and 

(2)  when  so  inspected,  the  dog,  cat,  or 
nonhuman  primate  appeared  to  the  li- 
censed veterinarian  to  be  free  of  any 
infectious  disease  or  physical  abnor- 
mality which  would  endanger  the  ani- 


maUs)  or  other  animals  or  endanger 

public  health. 

(b)  The  Secretary  may  provide  excep- 
tions to  the  health  certiiloation  re- 
quirement on  an  individual  basis  for 
animals  shipped  to  a  research  facility 
for  purposes  of  research,  testing,  or  ex- 
perimentation when  the  research  ftioil- 
ity  requires  not  eligible  for 
certification.  Requests  should  be  ad- 
dressed to  the  Animal  and  Plant 
Health  Inspection  Service,  Animal 
Care.  4700  River  Road,  Unit  84,  River- 
dale,  Maryland  20737-1234. 

(c)  No  intermediate  handler  or  car- 
rier to  whom  any  live  dog,  cat,  or 
nonhuman  primate  is  delivered  for 
transportation  by  any  dealer,  re.search 
fBMJillty.  exhibitor,  broker,  operator  of 
an  auction  sale,  or  department,  agency, 
or  instrumentality  of  the  United 
states  or  any  State  or  local  govern- 
ment shall  receive  a  live  doer.  cat.  or 
nonhuman  primate  for  transportation, 
in  commerce,  unless  and  until  it  is  ac- 
companied by  a  health  certificate 
issued  by  a  licensed  veterinarian  In  ac- 
cordance with  paragraph  (a)  of  this  sec- 
tion, or  an  exemption  issued  lay  the 
Secretary  in  accordance  with  parai- 
graph  (b)  of  this  section. 

(d)  The  U.S.  Interstate  and  Inter- 
national Gertifloate  of  Health  BUaat- 
ination  for  Small  Animals  (AFHIS 
Form  7001  VS  Form  18-1)  may  be  used 
for  health  certification  by  a  licensed 
veterinarian  as  required  by  this  sec- 
tion. 

[54  FR  36147,  August  31,  1889,  as  amended  at 

59  FR  67612.  Dec.  30.  1994;  60  FR  18886.  MSr.  IS, 
1995;  63  FR  62927.  Nov.  10. 1996] 

9S.79  C.OJD.  shipments. 

(a)  No  carrier  or  intermediate  han- 
dler shall  accept  any  animal  for  trans- 
portation, in  commerce,  upon  any 
C.O.D.  or  other  basis  where  any  money 
is  to  be  paid  and  collected  upon  deliv- 
ery of  the  animal  to  the  consignee,  un- 
less the  consignor  guarantees  in  writ- 
ingr  the  pasrment  of  all  transportation, 
including  any  return  transportation,  if 
the  shipment  is  unclaimed  or  the  con- 
signee cannot  be  notified  in  accordance 
with  paraerraphs  (b)  and  (c)  of  this  sec- 
tion, including  reimbursing  the  carrier 
or  intermediate  handler  for  all  out-of- 
pocket  expenses  incurred  for  the  care. 
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feeding,  and  storage  or  housiiig  of  the 

animal. 

(b)  Any  carrier  or  intermediate  han- 
dler recelvlngr  an  animal  at  a  destina- 
tion on  a  C.O.D.  or  other  basis  any 

money  is  to  be  paid  and  collected  upon 
delivery  of  the  animal  to  the  consignee 
shall  attempt  to  notify  the  consignee 
at  least  once  every  6  hours  for  a  period 
of  24  hours  after  arrival  of  the  animal 
at  the  animal  holding-  area  of  the  ter- 
minal cargo  facility.  The  carrier  or  in- 
termediate handler  shall  record  the 
time,  date,  and  method  of  each  at- 
tempted notification  and  the  final  no- 
tification to  the  consignee,  and  the 
name  of  the  person  notifying  the  con- 
signee, on  the  shipping  document  and 
on  the  copy  of  the  shipping  document 
accompanying  the  C.O.D.  shipment.  If 
the  consignee  cannot  be  notified  of  the 
O.O.D.  shipment  within  34  hours  after 
its  arrival,  the  carrier  or  intermediate 
handler  shall  return  the  animal  to  the 
consignor,  or  to  whomever  the  con- 
signor has  designated,  on  the  next 
practical  available  transportation,  in 
accordance  with  the  written  agreement 
required  in  paragraph  (a)  of  this  sec- 
tion and  shall  noldfy  the  consignor. 
Any  carrier  or  intermediate  handler 
which  has  notified  a  consignee  of  the 
arrival  of  a  C.O.D.  or  other  shipment  of 
an  animal,  where  any  money  is  to  be 
paid  and  collected  upon  delivery  of  the 
animal  to  the  consignee,  which  is  not 
claimed  by  the  consignee  within  48 
hours  from  the  time  of  notification, 
shall  return  the  animal  to  the  con- 
signor, or  to  whomever  the  consignor 
has  designated,  on  the  next  practical 
available  transportation,  in  accordance 
with  the  written  asrref^ment  required  in 
paragraph  (a)  of  this  section  and  shall 
notify  the  consignor. 

(c)  It  is  the  responsibility  of  any  car- 
rier or  intermediate  handler  to  hold, 
feed,  and  care  for  any  animal  accepted 
for  transportation,  in  commerce,  under 

a  C.O.D.  or  other  arrangement  where 

any  money  is  to  be  paid  and  collected 
upon  delivery  of  the  animal  until  the 
consignee  accepts  shipment  at  destina- 
tion or  until  returned  to  the  consignor 
or  his  or  her  designee  should  the  con- 
signee fail  to  accept  delivery  of  the 
animal  or  if  the  consignee  could  not  be 
notified  as  prescribed  in  paragraph  (b) 
of  this  section. 


(d)  Nothing  in  this  section  shall  be 

construed  as  prohibiting  any  carrier  or 
intermediate  handler  from  requiring 
any  guarantee  in  addition  to  that  re- 
quired in  paragraph  (a)  of  this  section 
for  the  payment  of  the  cost  of  any 
transportation  or  out-of-pocket  or 
other  incidental  expenses  Incurred  in 
the  transportation  of  any  animal. 

§2.80    Records,  disposition. 

(a)  No  dealer,  exhibitor,  broker,  oper- 
ator of  an  auction  sale,  carrier,  or  in- 

termediate  handler  shall,  for  a  period 
of  1  year,  destroy  or  dispose  of,  without 
the  consent  in  writing  of  the  Adminis- 
trator, any  books,  records,  documents, 
oi-  other  papers  required  to  be  kept  and 
maintained  under  this  part. 

(b)  Unless  otherwise  specified,  the 
records  required  to  be  kept  and  maln- 
tained  under  this  part  shall  be  held  for 
1  year  after  an  animal  is  euthanized  or 
disposed  of  and  for  any  period  in  excess 
of  one  year  as  necessary  to  comply 
with  any  applicable  Federal,  State,  or 
local  law.  Whenever  the  Administrator 
notifies  a  dealer,  exhibitor,  broker,  op- 
erator of  an  auction  sale,  carrier,  or  in- 
termediate handler  in  writing  that 
specified  records  shall  be  retained 
pending  completion  of  an  investigation 
or  proceeding  under  the  Act,  the  deal- 
er, exhibitor,  broker,  operator  of  an 
auction  sale,  carrier,  or  intermediate 
handler  shall  hold  those  records  until 
their  disposition  is  authorized  by  the 
Administamtor. 

Suk)part  H— Compliance  With 
Standards  and  Holding  Period 

$2,100   Compliance  with  standard*. 

(a)  Each  dealer,  exhibitor,  operator  of 
an  auction  sale,  and  intermediate  han- 
dler shall  comply  in  all  respects  with 
the  regulations  set  forth  in  part  2  and 
the  standard.s  set  forth  in  part  3  of  this 
subchapter  lor  the  humane  handling, 
care,  treatoient,  housing,  and  taranspor- 
tation  of  animals. 

(b)  Each  carrier  shall  comply  in  all 
resi>ects  with  the  regulations  in  part  2 
and  the  standards  in  part  8  of  this  sub- 
chapter  setting  forth  the  conditions 
and  requirements  for  the  humane 
transportation  of  animals  in  commerce 
and  their  handling,  care,  and  treat- 
ment in  connection  therewith. 
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S  2.101   Holding  period. 

(a)  Any  live  dogr  or  cat  acquired  by  a 
dealer^  or  exhibitor  sliall  be  lield  by 
him  or  her.  under  his  or  her  super- 
vision and  control,  for  a  period  of  not 
less  than  5  full  days,  not  including  the 
day  of  acquisition,  alter  acquiring  the 
animal,  excluding  time  in  transit:  Pro- 
vided, however: 

(1)  That  any  live  dogr  or  cat  acquired 
by  a  dealer  or  exhibitor  from  any  pri- 
vate or  contract  animal  pound  or  riiel- 
ter  shall  be  held  by  that  dealer  or  ex- 
hibitor under  his  or  her  supervision 
and  control  for  a  period  of  not  less 
than  10  ftill  dasrs,  not  including  the  day 
of  acquisition,  after  acquiring  the  ani- 
mal, excluding  time  in  transit; 

(2)  Live  dogs  or  cats  which  have  com- 
pleted a  6-di^  holding  period  with  an- 
other  dealer  or  exhibitor,  or  a  10-day 
holding  period  with  another  dealer  or 
exhibitor  if  obtained  from  a  private  or 
conlaract  shelter  or  pound,  may  be  sold 
or  otherwise  disposed  of  by  subsequent 
dealers  or  exhibitors  after  a  minimum 
holding  period  of  24  hours  by  each  sub- 
sequent dealer  or  exhibitor  excluding 
time  in  transit; 

(3)  Any  dog  or  cat  suffering  from  dis- 
ease, emaciation,  or  injuiy  may  be  de- 
stroyed by  euthanasia  prior  to  the 
completion  of  the  holding  period  re- 
quired by  this  section;  and 

(4)  Any  live  dog  or  cat,  120  days  of 
age  or  less,  that  was  obtained  firom  the 
person  that  bred  and  raised  such  dog  or 
cat.  may  be  exempted  from  the  5-day 
holding  requirement  and  may  be  dis- 
posed of  by  dealers  or  exhibitors  after  a 
minimum  holding  period  of  24  hours, 
excluding  time  in  transit.  Each  subse- 
quent dealer  or  exhibitor  must  also 
hold  each  such  dog  or  cat  for  a  24-hour 
period  excluding  time  in  transit. 

(b)  During  the  period  in  which  any 
dog  or  cat  is  being  held  as  required  by 
this  section,  the  d(«  or  cat  shall  be  un- 
loaded from  any  means  of  conveyance 
in  which  it  was  received,  for  food, 
water,  and  rest,  and  shall  be  handled, 
cared  for,  and  treated  in  accordance 
with  the  standards  set  forth  in  part  3. 
subpart  A,  of  this  subchapter  and 
S  2.131. 


*An  operator  of  an  auction  .sale  is  not  c  on- 
sidered  to  have  acquired  a  dog  or  cat  which 
is  Bold  ttaroa^  tbe  anoticm  sale. 


9  cm  Ch.  I  (1-1-03  EdWolO 

fS.l<tt  Holding  ftusility. 

(a)  If  any  dealer  or  exhibitor  obtains 
the  prior  approval  of  the  AC  Regional 
Director,  he  may  ariange  to  have  an- 
other person  hold  animals  for  the  r»- 
qulred  period  provided  for  In  paragrapih 
(a)  of  §2.101:  Provided,  That: 

(1)  The  other  person  agrees  in  writing 
to  comply  with  the  regulations  in  part 
2  and  the  standards  in  part  8  of  this 
subchapter  and  to  allow  inspection  of 
his  premises  by  an  APHIS  ofncial  dur- 
ing business  hours;  and 

(2)  The  animals  remain  under  the 
total  control  and  responsibility  of  the 
dealer  or  exhibitor. 

(3)  Approval  will  not  be  given  for  a 
dealer  or  exhibitor  holding  a  license  as 
set  fortii  in  §2.1  to  have  animals  held 
for  purposes  of  this  section  by  another 
licensed  dealer  or  exhibitor.  APHIS 
Form  7006/VB  Form  18-9  shall  be  used 
for  approval. 

(b)  If  any  intermediate  handler  ob- 
tains prior  approval  of  the  AC  Regional 
Director,  it  may  arrange  to  have  an- 
other person  hold  animals:  Provided, 
That: 

(1)  The  other  person  aerrees  in  writing 
to  comply  with  the  regulations  in  part 
2  and  the  standards  in  part  8  of  this 
subfdiapter  and  to  allow  inspection  of 
the  premises  by  an  APHIS  oMcial  dur- 
ing business  hours;  and 

(2)  The  animals  remain  under  the 
total  control  and  responsibility  of  the 
research  facility  or  intermediate  han- 
dler. 

f54  FR  36147.  AuR.  31.  1989.  as  amended  at  60 
FR  13896,  Mar.  15.  1995;  63  FR  62927.  Nov.  10, 
1908] 

Subpart  l<*Miscellaneout 

§1.129  lollBnuitioii  as  to  hmAne&a;  tar* 

nishing  of  same  by  dealers,  exhibi- 
tors, operators  of  auction  sales,  in- 
termemafte  haniners,  and  eafriew. 

Bach  dealer,  exhibitor,  operator  of  an 

auction  sale,  intermediate  handler,  and 
carrier  shall  furnish  to  any  APHIS  offi- 
cial any  information  concerning  the 
business  of  the  dealer,  exhibitor,  oper- 
ator of  an  auction  sale,  intermediate 
handler  or  carrier  which  the  APHIS  of- 
ficial may  request  in  connection  with 
the  enforcement  of  the  provisioiiB  of 
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the  Act,  the  regulations  and  the  stand- 
ards in  this  subchapter.  The  Informa- 
tion shall  be  furnished  within  a  reason- 
able time  and  as  may  be  specified  In 
the  reqaest  for  Infonnation. 

S  2.126  Access  and  inspection  of 
leooivds  and  ppoperty* 

(a)  Bach  dealer,  exhibitor,  inter- 
mediate handler,  or  carrier,  shall,  dur- 
ing business  hours,  allow  APHIS  om- 

cials: 

(1)  To  enter  its  place  of  business; 

(2)  To  examine  records  required  to  be 
kept  by  the  Act  and  the  regulations  in 

this  part; 

(3)  To  make  copies  of  the  records; 

(4)  To  inspect  and  photograph  the  fa- 
cilities, property  and  animals,  as  the 
APHIS  officials  consider  necessary  to 
enforce  the  provisions  of  the  Act,  the 
regulations  and  the  standards  in  this 
subchapter;  and 

(5)  To  document,  by  the  takins:  of 
photographs  and  other  means,  condi- 
tions and  areas  of  noncompliance. 

(b)  The  use  of  a  room,  table,  or  other 
facilities  necessary  for  the  proper  ex- 
amination of  the  records  and  inspec- 
tion of  the  property  or  animals  shall  be 
extended  to  AFBIS  officials  by  the 
dealer,  exhibitor,  intermediate  handler 
or  carrier. 

§2.127  Publication  of  names  of  per- 
sons subject  to  the  provisums  of 
this  part. 

APHIS  will  pubiisii  lists  of  persons  li- 
censed or  registered  in  accordance  with 

the  provisions  of  this  part  in  the  Fed- 
eral Register.  The  lists  may  be  ob- 
tained upon  request  from  the  AC  Re- 
gional Director. 

[54  FR  36147,  Aug.  31.  1988.  as  amended  at  63 
FR  62827,  Nov.  10,1986] 

§2.128   Inspection  for  missing  animals. 

Each  dealer,  exhibitor,  intermediate 
handler  and  carrier  shall  allow,  upon 
request  and  during-  business  hours,  po- 
lice or  officers  of  other  law  enforce- 
ment agencies  with  general  law  en- 
forcement authority  (not  those  agen- 
cies whose  duties  are  limited  to  en- 
forcement of  local  animal  regulations) 
to  enter  his  or  her  place  of  business  to 
inspect  animals  and  records  for  the 
purpose  of  seeking  animals  that  are 


missing,  under  the  following  condi- 
tions: 

(a)  The  police  or  other  law  officer 
shall  ftimlsh  to  the  dealer,  exhibitor, 
intermediate  handler  or  carrier  a  writ- 
ten description  of  the  missing  animal 
and  the  name  and  address  of  its  owner 
before  making  a  search. 

(b)  The  police  or  other  law  officer 
shall  abide  by  all  security  measures  re- 
quired by  the  dealer.  exhiblLor.  inter- 
mediate handler  or  caiTier  to  prevent 
the  spread  of  disease,  including  the  use 
of  sterile  clothing-,  footwear,  and 
mask.s  where  required,  or  to  prevent 
the  escape  of  an  animal. 

S  2.129  Confiscatiom  and  destnictiom  of 

animals. 

(a)  If  an  animal  being  held  by  a  deal- 
er, exhibitor,  intermediate  handler,  or 

by  a  carrier  is  found  by  an  APHIS  offi- 
cial to  be  suffering  as  a  result  of  the 
failure  of  the  dealer,  exhibitor,  inter- 
mediate handler,  or  carrier  to  comply 
with  any  provision  of  the  regulations 
or  the  standards  set  forth  in  this  sub- 
chapter, the  APHIS  official  shall  make 
a  reasonable  effort  to  notify  the  dealer, 
exhibitor.  Intermediate  handler,  or  car- 
rier of  the  condition  of  the  animal(s) 
and  request  that  the  condition  be  cor- 
rected and  that  adequate  care  be  given 
to  alleviate  the  animal's  suffering  or 
distress,  or  that  the  animaUs)  be  de- 
stroyed by  euthanasia.  In  the  event 
that  the  dealer,  exhibitor,  inter- 
mediate handler,  or  carrier  refuses  to 
comply  with  this  request,  the  APHIS 
official  may  confiscate  the  animal(s) 
for  care,  treatment,  or  disposal  as  indi- 
cated in  paragraph  (b)  of  this  section, 
if.  in  the  opinion  of  the  Administrator, 
the  circumstances  indicate  the  ani- 
mal's health  is  in  danger. 

(b)  In  the  event  that  the  APHIS  offi- 
cial is  unable  to  locate  or  notify  the 
dealer,  exhibitor,  intermediate  han- 
dler, or  carrier  as  required  in  this  sec- 
tion, the  APHIS  official  shall  contact  a 
local  police  or  other  law  officer  to  ac- 
company him  to  the  premises  and  shall 
provide  for  adequate  care  when  nec- 
essary to  alleviate  the  animal's  suf- 
fering. If  in  the  opinion  of  the  Adminis- 
trator, the  condition  of  the  animal(s) 
cannot  be  corrected  by  this  temporary 
care,  the  APHIS  official  shall  con- 
fiscate the  animals. 


39 


§2.130 


9  CFR  Ch.  I  (1-1-03  EcMon) 


(c)  Confiscated  animals  may  be: 

(1)  Placed,  by  sale  or  donation,  with 
other  licensees  or  registrants  that 
comply  with  the  standards  and  regula- 
tions and  can  provide  proper  care;  or 

(2)  Placed  with  persons  or  facilities 
that  can  offer  a  level  of  care  equal  to 
or  ezceedlngr  the  standards  and  regular 
tions.  as  determined  by  APHTS.  even  if 
the  persons  or  facilities  aie  not  li- 
censed by  or  registered  with  APHIS;  or 

(8)  ESuthanised. 

(d)  The  dealer,  exhibitor.  Inter- 
mediate handler,  or  carrier  from  whom 
the  animals  were  confiscated  must  bear 
all  costs  incnrred  in  performing  the 
placement  or  euthanasia  activities  au- 
thorized by  this  section. 

(54  FR  36147.  Au^.  31.  1988.  OS  amended  at  86 

FR  239.  Jan.  3.  2001J 

SS.180  BOnimimi  age  requlremeiits. 

No  dog  or  cat  shall  be  delivered  by 
any  person  to  any  carrier  or  inter- 
mediate handler  for  transportation,  in 
commerce,  or  shall  be  transported  in 
commerce  by  any  person,  except  to  a 
registered  research  facility,  unless 
such  dog  or  cat  is  at  least  eight  (8) 
weeks  of  age  and  has  been  weaned. 

§2.131    Handling  uf  animals. 

(a)(1)  Handling  of  all  animals  shall  be 
done  as  expeditiously  and  carefully  as 
possible  in  a  manner  that  does  not 
cause  trauma,  overheating,  excessive 
cooling,  behavioral  stress,  physical 
harm,  or  unnecessary  discomfort. 

(2)(1)  Physical  abuse  shall  not  be  used 
to  train,  work,  or  otherwise  handle  ani- 
mals. 

(11)  l>eprivation  of  food  or  water  shall 
not  be  used  to  train,  work,  or  otherwise 

handle  animals;  Provided,  however. 
That  the  short-term  withholding  of 
food  or  water  from  animals  by  exhibi- 
tors is  allowed  by  these  regulations  as 
long  as  each  of  the  animals  affected  re- 
ceives its  full  dietary  and  nutrition  re- 
quirements each  day. 

(bXl)  During  public  exhibition,  any 
animal  must  be  handled  so  there  is 
minimal  risk  of  harm  to  the  animal 
and  to  the  public,  with  sufficient  dis- 
tance and/or  barriers  between  the  ani- 
mal and  the  treneral  viewimr  public  so 
as  to  assure  the  safety  of  animals  and 
the  public. 


(2)  Performing  animals  shall  be  al- 
lowed a  rest  period  between  perform- 
ances at  least  equal  to  the  time  for  one 

performance. 

(3)  Young  or  immature  animals  shall 
not  be  exposed  to  rough  or  excessive 
public  handling  or  eidiihlted  for  periods 
of  time  whioh  would  be  detrimental  to 
their  health  or  well-being. 

(4)  Drugs,  such  as  tranquilizers,  shall 
not  be  used  to  facilitate,  allow,  or  pro- 
vide for  public  handling:  of  the  animals. 

(c)  (1)  Animals  shall  be  exhibited  only 
for  j;>eriods  of  time  and  under  condi- 
tions consistent  with  their  good  health 
and  well-b^ng. 

(2)  A  responsible,  knowledgeable,  and 
readily  identifiable  employee  or  at- 
tendant must  be  present  at  all  times 
during  periods  of  public  contact. 

(3)  During-  public  exhibition,  dan- 
gerous animals  such  as  lions,  tigers, 
wolves,  bears,  or  elephants  must  be 
under  the  direct  control  and  super- 
vision of  a  knowledgeable  and  esqieri- 
enced  animal  handler. 

(4)  If  public  feeding  of  animals  is  al- 
lowed, the  food  musi  be  provided  l*y 
the  animal  facility  and  shall  be  appro- 
priate to  the  ty]^  of  animal  and  its  nu- 
tritional needs  and  diet. 

(d)  When  climatic  conditions  present 
a  threat  to  an  animal's  health  or  well- 
being,  appropriate  measures  must  be 
taken  to  alleviate  the  impact  of  those 
c  iiiii tions.  An  animal  may  never  be 
subjected  to  any  combination  of  tem- 
I>erature,  humidity,  and  time  that  is 
detrimental  to  the  animars  health  or 
well-being,  taking  into  consideration 
such  factors  as  the  animal's  age,  spe- 
cies, breed,  overall  health  status,  and 
accUmatlon. 

[54  FR  86147,  Aug.  SI,  1988.  8S  amended  at  68 
FR  10488,  Mar.  4, 1988] 

it,m  Precwwt  ef  nminm  mmtm 
dogs  tmd  cats,  Jealew. 

(a)  A  class  "B"  dealer  may  obtain 
live  random  source  dogs  and  cats  only 

from; 

(1)  Other  dealers  who  ars  liceased 

under  the  Act  and  in  accordance  with 
the  regulations  in  part  2: 

(2)  State,  county,  or  city  owned  and 
operated  animal  pounds  or  Shelters; 
and 

(3)  A  legal  entity  organized  and  oper- 
ated under  the  laws  of  the  State  in 
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which  it  is  located  as  an  anima  l  pound 
or  shelter,  such  as  a  humane  shelter  or 
contract  pound. 

(b)  A  class  ''B"  dealer  shall  not  ob- 
tain live  random  somoe  dogs  and  cats 
from  individuals  who  have  not  bred  and 
raised  the  dogs  and  cats  on  their  own 
premises. 

(c)  Live  nonrandom  source  dogs  and 
oats  may  be  obtained  from  persons  who 
have  bred  and  raised  the  dogs  and  cats 
on  their  own  premises,  such  as  hobby 

breeders. 

(d)  No  person  shall  obtain  live  ran- 
dom source  dogs  or  cats  by  use  of  fslse 
pretenses,  misrepresentation,  or  decep- 
tion. 

(e)  Any  dealer,  exhibitor,  research  fa- 
cility, carrier,  or  intermediate  handler 
who  also  operates  a  private  or  contract 
animal  pound  or  shelter  shall  comply 
with  the  following: 

(1)  The  animal  pound  or  shelter  shall 
be  located  on  premises  that  are  phys- 
ically separated  from  the  licensed  or 
registered  facility.  The  animal  housing 
facility  of  the  pound  or  shelter  shall 
not  be  adjacent  to  the  licensed  or  reg- 
istered facility. 

(2)  Accurate  and  complete  records 
diail  be  separately  maintained  by  the 
licensee  or  registrant  and  by  the  pound 
or  shelter.  The  records  shall  be  in  ac- 
cordance with  §§2.75  and  2.76,  unless 
the  animals  are  lost  or  stray.  If  the 
animals  are  lost  or  stray,  the  pound  or 
shelter  records  shall  provide: 

(i)  An  accurate  description  of  the  ani- 
mal; 

(11)  How.  where,  from  whom,  and 

when  the  dog  or  cat  was  obtained; 

(iii)  How  long  the  dog  or  cat  was  held 
by  the  pound  or  shelter  before  being 
transferred  to  the  dealer;  and 

(Iv)  The  date  the  dog  or  cat  was 
transferred  to  the  dealer. 

(3)  Any  dealer  who  obtains  or  ac- 
quires a  live  random  source  dog  or  cat 
from  a  private  or  contract  pound  or 
Shelter,  Including  a  pound  or  shelter  he 
or  she  operates,  .shall  hold  the  dog  or 
cat  for  a  period  of  at  least  10  full  days, 
not  including  the  day  of  acquisition, 
excluding  time  In  transit,  after  acquir- 
ing the  animal,  and  otherwise  In  ac- 
cordance with  §2.101. 


i%m  Certification fornndiMt MMuroe 
dogs  and  cats. 

(a)  Each  of  the  entities  listed  in  para- 
graphs (a)(1)  through  (a)(3)  of  this  sec- 
tion that  acquire  any  live  dog  or  cat 
shall,  before  selling  or  providing  the 
live  dog  or  cat  to  a  dealer,  hold  and 
care  for  the  dog  or  cat  for  a  period  of 
not  less  than  5  full  days  after  acquiring 
the  animal,  not  Including  the  date  of 
acquisition  and  excluding  time  in  tran- 
sit. Tliis  holding-  period  shall  include  at 
least  one  Satuiday.  The  provisions  of 
this  paragraph  apply  to: 

(1)  Each  pound  or  shelter  owned  and 
operated  by  a  State,  county,  or  city; 

(2)  Each  private  pound  or  shelter  es- 
tablished for  the  purpose  of  caring  for 
animals,  such  as  a  humane  society,  or 
other  ortranizatlon  that  is  under  con- 
tract with  a  State,  county,  or  city, 
that  operates  as  a  pound  or  shelter,  and 
that  releases  animals  on  a  voluntary 
basis:  and 

(3)  Each  research  facility  licensed  by 
USDA  as  a  dealer. 

(b)  A  dealer  shall  not  sell,  provide,  or 
make  available  to  any  person  a  live 
random  source  dog  or  cat  unless  the 
dealer  provides  the  recipient  of  the  dog 
or  cat  with  certification  that  contains 
the  following  information: 

(1)  The  name,  address,  USDA  license 
number,  and  signature  of  the  dealer; 

(2)  The  name,  address,  USDA  license 
or  registration  number.  If  such  number 
exists,  and  signature  of  the  recipient  of 
the  dog  or  cat; 

(3)  A  description  of  each  dog  or  cat 
being  sold,  provided,  or  nuule  available 
that  shall  include: 

(I)  The  species  and  breed  or  type  (for 
mixed  breeds,  estimate  the  two  domi- 
nant breeds  or  types); 

(II)  The  sex; 

(HI)  The  date  of  birth  or.  If  unknown, 

then  the  approximate  age: 

<iv)  The  color  and  any  distinotive 
markings;  and 

(V)  The  Official  USDA-approved  Iden- 
tiflcation  number  of  the  animal.  How- 
ever, if  the  certification  is  attached  to 
a  certificate  provided  by  a  prior  dealer 
which  contains  the  required  descrip- 
tion, then  only  the  official  Identlflcar 
tion  numbers  are  required: 

(4)  The  name  and  address  of  the  per- 
son, pound,  or  Shelter  from  which  the 
dog  or  cat  was  acquired  by  the  dealer. 
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and  an  assurance  that  the  person, 
pound,  or  shelter  was  notified  that  the 
cat  or  dog  might  be  used  for  refiearcb 

or  educational  purposes; 

(5)  The  date  the  dealer  acquired  the 
dog  or  cat  from  the  person,  pound,  or 
shelter  referred  to  in  paragraph  (bK4) 
of  this  section;  and 

(6)  If  the  dealer  acquired  the  dog  or 
cat  from  a  pound  or  shelter,  a  signed 
statement  by  the  pound  or  shelter  that 
it  met  the  requirements  of  paragraph 

(a)  of  this  section.  This  statement 
must  at  least  describe  the  animals  by 
their  official  USDA  identification  num- 
bers. It  may  be  incorporated  within  the 
certification  if  the  dealer  makes  the 
certification  at  the  time  that  the  ani- 
mals are  acquired  from  the  pound  or 
shelter  or  it  may  be  made  separately 
and  attached  to  the  certification  later. 
If  made  separately,  it  must  include  the 
same  information  describing  each  ani- 
mal as  is  required  in  the  certiflcation. 
A  photocopy  of  the  statement  will  be 
res"arded  as  a  duplicate  oriKinal. 

(c>  The  original  certification  required 
nnder  paragraph  (b)  of  this  section 
shall  accompany  the  shipment  of  a  live 
dog  or  cat  to  be  sold,  provided,  or  oth- 
erwise made  available  by  the  dealer. 

(d)  A  dealer  who  acquires  a  live  dog 
or  cat  from  another  dealer  must  obtain 
from  that  dealer  the  certification  re- 
quired by  paragraph  (b)  of  this  section 
and  mast  attach  that  certification  (in- 
eluding  any  previously  attached  cer- 
tification) to  the  certification  which  he 
or  she  provides  pursuant  to  paragraph 

(b)  of  this  section  (a  photocopy  of  the 
orig-inal  certification  will  be  deemed  a 
duplicate  original  if  the  dealer  does  not 
dispose  of  all  of  the  dogs  or  cats  in  a 
single  transaction). 

(p)  A  dealer  who  completes,  provides, 
or  receives  a  certification  required 
under  paragraph  (b;  of  this  section 
shall  keep,  maintain,  and  make  avail- 
able for  APHIS  inspection  a  copy  of  the 
certification  for  at  least  1  year  fol- 
lowing disposition. 

(f)  A  research  facility  which  acquires 
any  live  random  source  dog"  or  cat  from 
a  dealer  must  obtain  the  certification 
required  under  paragraph  (b)  of  this 
section  and  shall  keep,  maintain,  and 
make  available  for  APHIS  inspection 
the  original  for  at  least  3  years  fol- 
lowing disposition. 


(g)  In  instances  where  a  research  fa- 
cility transfers  ownership  of  a  live  ran- 
dom source  dog  or  cat  acquired  from  a 

dealer  to  another  research  facility,  a 

copy  of  the  certification  required  by 
paragraph  (b)  of  this  section  must  ac- 
company the  dog  or  cat  transferred. 
The  research  facility  to  which  the  dog 
or  cat  is  transferred  shall  keep,  main- 
tain, and  make  available  for  APHIS  in- 
spection the  copy  of  the  certification 
for  at  least  8  years  following  disposi- 
tion. 

[66  FR  98129.  July  22. 1968] 
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3.128  Space  requirements. 
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3.129  Feed  in  jr. 

3.130  Water!  ntf. 
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AUTHORnr:  7  U.8.0.  2181-A160:  7  OFR  2.22. 
2.80.  and  871.7. 

Source:  32  FR  8278.  Feb.  24,  1967,  unless 
^therwise  noted. 

Subpart  A— SpecificoHont  for  Ihe 
Humane  Handling,  Caia, 
Tieatment,  and  Traniporiatton 
ef  Dogs  and  Cats' 

Source:  56  FR  6486,  Feb.  15,  1991.  unless 
Otherwise  noted. 

Facilities  and  Operating  Standards 

§8.1   Housing  facilities,  general. 

(a)  Structure;  construction.  Housing 
facilities  for  dogs  and  cats  must  be  de- 
signed and  ooiiBtracted  so  that  they  are 
atractiuaUy  sound.  They  most  he  kept 
in  good  repair,  and  they  must  protect 
the  animals  from  injury,  contain  the 
animals  securely,  and  restrict  other 
animals  from  entering. 

(b)  Condition  and  site.  Housing  facili- 
ties and  areas  used  for  storing  animal 
food  or  bedding  must  be  free  of  any  ac- 
cumulation  of  trash,  waste  material, 
junk,  weeds,  and  other  discarded  mate- 
rials. Animal  areas  inside  of  housing 
fEtoillties  must  be  kept  neat  and  tree  of 
clutter.  Including  equipment,  fur- 
niture, and  stored  material,  but  may 
contain  materials  actually  used  and 
necessary  for  cleaning  the  area,  and 
fiztures  or  equipment  necessary  for 


^  These  minimum  standards  apply  only  to 
live  dogs  and  cats,  unless  stated  otherwise. 


proper  husbandry  practices  and  re- 
search needs.  Housing  facilities  other 
than  those  maintained  by  research  fet- 
dlitles  and  Federal  research  faciliUes 
must  be  physically  separated  from  any 
other  business.  If  a  housing  facility  is 
located  on  the  same  premises  as  an- 
other business,  it  must  be  physically 
separated  from  the  other  business  so 
that  animals  the  size  of  dogs,  skunks, 
and  raccoons  are  prevented  from  enter- 
ing it. 

(c)  Surfarps — (1)  General  requirements. 
The  surfaces  of  housing  facilities — in- 
cluding houses,  dens,  and  other  fur- 
niture-tjrpe  fixtures  and  objects  within 
the  facility — must  be  constructed  in  a 
manner  and  made  of  materials  that 
allow  them  to  be  readily  cleaned  and 
sanitized,  or  removed  or  replaced  wlien 
worn  or  soiled.  Interior  surflMes  and 
any  surfaces  that  come  in  contact  with 
'    dogs  or  cats  must: 

(1)  Be  free  of  excessive  rust  that  pre- 
vents the  required  cleaning  and  saniti- 
zation,  or  that  affects  the  structural 
strength  of  the  surface;  and 

(ii)  Be  teee  of  Jagged  edges  or  sharp 
points  that  might  injure  the  animals. 

(2)  Maintenance  and  replacement  of 
surfaces.  All  surfaces  must  be  main- 
tained on  a  regular  basis.  Surfaces  of 
housing  facilities— including  houses, 
dens,  and  other  furniture-type  fixtures 
and  objects  within  the  facility— that 
cannot  be  readily  cleaned  and  Muii- 
tized,  must  be  replaced  when  worn  or 
soiled. 

(8)  Cleaning.  Hard  surfaces  with 
wlii<^  the  dogs  or  cats  come  in  contact 

must  be  spot-cleaned  daily  and  sani- 
tized in  accordance  with  §3.11cb)  of  this 
subpart  to  prevent  accumulation  of  ex- 
creta and  reduce  disease  hazards. 
Floors  made  of  dirt,  absorbent  bedding, 
sand,  gravel,  gra.8s,  or  other  similar 
material  must  be  raked  or  spot-oleaaed 
with  sufficient  frequency  to  ensure  all 
animals  the  freedom  to  avoid  contact 
with  excreta.  Contaminated  material 
must  be  retplaoed  whenever  this  raking 
and  spot^eaning  is  not  sufficient  to 
prevent  or  eliminate  odors,  insects, 
pests,  or  vermin  infestation.  All  other 
surfaces  of  honsing  facilities  must  be 
cleaned  and  sanitized  when  necessary 
to  satisfy  generally  accepted  hus- 
bandry standards  and  practices.  Baniti- 
zation  may  be  done  using  any  of  the 
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metbods  providad  in  f  8.11(b)(8)  for  pri- 
mary enclosures. 

(d)  Water  and  electric  power.  The  hous- 
ing facility  must  have  reliable  electric 
power  adeqaate  for  beatdBff,  coolinflr. 
ventilation,  and  lighting,  and  for  car- 
rying out  other  husbandry  require- 
ments in  accordance  with  the  regula- 
tions in  this  subpart.  The  honsinir 
cility  must  provide  adequate  running 
potable  water  for  the  dogs'  and  cats' 
drinking  needs,  for  cleaning,  and  for 
carrying  oat  other  husbandry  require- 
ments. 

(e)  Storage.  Supplies  of  food  and  bed- 
ding must  be  stored  in  a  manner  that 
protects  the  supplies  f^m  spoilage, 
contamination,  and  vermin  infestation. 
The  supplies  must  be  stored  off  the 
floor  and  away  from  the  walls,  to  allow 
cleaning  underneath  and  around  the 
supplies.  Foods  requiring  refrigeration 
must  be  stored  accordingly,  and  all 
food  must  be  stored  in  a  manner  that 
prevents  contamination  and  deteriora- 
tion of  its  nutritive  value.  All  open 
supplies  of  food  and  bedding  must  be 
kept  in  leakproof  containers  with 
tightly  fitting  lids  to  prevent  contami- 
nation and  spoilage.  Only  food  and  bed- 
ding that  is  currently  being  used  may 
be  kept  in  the  animal  areas.  Sub- 
stances that  are  toxic  to  the  dogs  or 
cats  but  are  required  for  normal  hus- 
bandry  practices  must  not  be  stored  in 
food  storage  and  preparation  areas,  but 
may  be  stored  in  cabinets  in  the  ani- 
mal areas. 

(f)  Drainage  and  rraste  disposal.  Hous- 
ing facility  operators  must  provide  for 
regular  and  frequent  collection,  re- 
moval, and  disposal  of  animal  and  food 
wastes,  bedding,  debris,  garbage,  water, 
other  fluids  and  wastes,  and  dead  ani- 
mals, in  a  manner  that  minimizes  con- 
tamination and  disease  risks.  Housing 
fibcllities  must  be  equipped  with  dis- 
posal facilities  and  drainage  systems 
that  are  constructed  and  uperated  80 

that  animal  waste  and  water  are  rap- 
idly eliminated  and  animals  stay  dry. 
Disposal  and  drainatre  systems  must 
minimize  vermin  and  pest  infestation, 
lasects,  odors,  and  disease  hasards.  All 
drains  must  be  properly  constructed, 
installed,  and  maintained.  If  closed 
drainage  systems  are  used,  they  must 
be  equipped  with  traps  and  prevent  the 
baokflow  of  gases  and  the  backup  of 


ce.aSDA 

•  if' 

sewage  onto  the  floor.  If  the  tttittity 

uses  sump  or  settlonent  ponds,  or 

other  similar  systems  for  drainage  and 
animal  waste  disposal,  the  system 
must  be  located  far  enough  away  from 
the  animal  area  of  the  housing  fsdUty 

to  prevent  odors,  diseases,  pests,  and 
vermin  infestation.  Standing  puddles  of 
water  in  animal  enclosures  must  be 
drained  or  mopped  up  so  that  the  ani- 
mals stay  dry.  Trash  containers  In 
housing  facilities  and  in  food  storage 
and  food  preparation  areas  must  be 
leakproof  and  must  have  tightly  fitted 
lids  on  them  at  all  times.  Dead  ani- 
mals, animal  parts,  and  animal  waste 
must  not  be  kept  in  food  storage  or 
food  preparation  areas,  food  freezers, 
food  refrigerators,  or  animal  areas. 

(g)  Washrooms  and  sinks.  Washing  fa^ 
cilities  such  as  washrooms,  basins, 
sinks,  or  showers  must  be  provided  for 
animal  caretakers  and  must  be  readily 
accessible. 

i  3.2   Indoor  housing  facilities. 

(a)  Heating,  cooling,  and  temperature. 
Indoor  housing  facilities  for  dogs  and 
cats  must  be  sufficiently  heated  and 
cooled  when  necessary  to  protect  the 
dogs  and  cats  from  temperature  or  hu- 
midity extremes  and  to  provide  for 
their  health  and  well-being.  When  dogs 
or  cats  are  present,  the  ambient  tem- 
perature in  the  facility  must  not  fall 
below  50  °F  (10  °C)  for  dogs  and  cats  not 
acclimated  to  lower  temperatures,  for 
those  breeds  that  cannot  tolerate  lower 
temperatures  without  stress  or  discom- 
fort (such  as  short-haired  breeds),  and 
for  sick,  aged,  young,  or  infirm  dogs 
and  cats,  except  as  approved  by  the  at- 
tending veterinarian.  Dry  bedding, 
solid  resting  boards,  or  other  methods 
of  conserving  body  heat  must  be  pro- 
vided when  temperatures  are  below  50 
**F  <10  *0).  The  ambient  temperature 
must  not  &U  below  46  ''F  (7 J  "O  for 
more  than  4  consecutive  hours  when 
dogs  or  cats  are  present,  and  must  not 
rise  above  85  (29.5  **C)  for  more  than 
4  consecutive  hours  when  dogs  or  cats 
are  present.  The  preceding  require- 
ments are  in  addition  to,  not  in  place 
of,  all  other  requirements  pertaining  to 
Climatic  conditions  in  parts  2  and  8  of 
this  chapter. 
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(b)  Ventilation.  Indoor  housing  facili- 
ties for  dogs  and  cats  must  be  suffi- 
ciently  ventilated  at  all  times  when 
dogs  or  cats  are  present  to  provide  for 
their  health  and  well-beinsr.  and  to 
minimize  odors,  drafts,  ammonia  lev- 
els, and  moisture  condensation.  Ven- 
tilation must  be  provided  by  windows, 
vents,  fans,  or  air  conditioning.  Auxil- 
iary ventilation,  such  as  fans,  blowers, 
or  air  conditioning  must  be  provided 
when  the  ambient  temperature  is  85  °F 
(29.5  ''C)  or  hi^'her.  The  relative  humid- 
ity must  be  maintained  at  a  level  that 
ensures  the  health  and  well-being  of 
the  dogs  or  cats  housed  therein,  in  ac- 
cordance with  the  directions  of  the  at- 
tending veterinarian  and  generally  ac- 
cepted professional  and  husbandry 
practices. 

(c)  Lighting.  Indoor  housing-  facilities 
for  dogs  and  cats  must  be  lighted  well 
enough  to  permit  routine  inspection 
and  cleaning  of  the  facility,  and  obser- 
vation of  the  dogs  and  cats.  Animal 
areas  must  be  provided  a  regular  diur- 
nal lighting  cycle  of  either  natural  or 
artificial  light.  Lighting  must  be  uni- 
formly diffused  throughout  animal  fa- 
cilities and  provide  sufficient  illumina- 
tion to  aid  in  maintaining  good  house- 
keepinp  practices,  adequate  cleaning, 
adequate  inspection  of  animals,  and  for 
the  well-being  of  the  animals.  Primary 
enclosures  must  be  placed  so  as  to  pro- 
tect the  dogs  and  cats  from  excessive 
light. 

(d)  Interior  surfaces.  The  floors  and 
walls  of  indoor  housing  facilities,  and 

any  other  surfaces  in  contact  with  the 
animals,  must  be  impervious  to  mois- 
ture. The  ceilings  of  indoor  housing  fa- 
cilities must  be  impervious  to  moisture 

or  he  replaceable  (e.£r..  a  suspended 
ceilings  with  replaceable  panels). 

[56  FR  6486,  Feb.  15,  1991,  as  amended  at  63 
FR  10498,  Mar.  4.  1998] 

§  3.3    Sheltered  housing  facilities. 

(a)  Heating,  cooling,  and  temperature. 
The  sheltered  part  of  sheltered  housing 
facilities  for  dogs  and  cats  must  be  suf- 
ficiently heated  and  cooled  when  nec- 
essary to  protect  the  dogs  and  cats 
from  temperature  or  humidity  ex- 
tremes and  to  provide  for  their  health 
and  well-being.  The  ambient  tempera- 
ture in  the  sheltered  part  of  the  facil- 
ity must  not  fall  below  50  ''F  (10  *>C)  for 


doijs  and  cats  not  acclimated  to  lower 
temperatures,  for  those  breeds  that 
cannot  tolerate  lower  temperatures 
without  stress  and  discomfort  (such  as 
short-haired  breeds),  and  for  sick,  aged, 
young,  or  infirm  dogs  or  cats,  except  as 
approved  by  the  attending  veteri- 
narian. Dry  bedding,  solid  resting 
boards,  or  other  methods  of  conserving 
body  heat  must  be  provided  when  tem- 
peratures are  below  50  °F  (10  °C).  The 
ambient  temperature  must  not  fiBJl 
below  46  T  (7.2  *>C)  for  more  than  4  con- 
secutive hours  when  dogs  or  cats  are 
present,  and  must  not  rise  above  85  *F 
(29.5  '0)  for  more  than  4  consecutive 
hours  when  dogs  or  cats  are  present. 
The  preceding  requirements  are  in  ad- 
dition to.  not  in  place  of.  all  other  re- 
quirements pertaining  to  climatic  con- 
ditions in  parts  2  and  8  of  this  chapter. 

(b)  Ventilation.  The  enclosed  or  shel- 
tered part  of  sheltered  housing  facili- 
ties for  dogs  and  cats  must  be  suffi- 
ciently ventilated  when  dogs  or  oats 
are  present  to  provide  for  their  health 
and  well-being,  and  to  minimize  odors, 
drafts,  ammonia  levels,  and  moisture 
condensation.  Ventilation  must  be  pro- 
vided by  windows,  doors,  vents,  fans,  or 
air  conditioning.  Auxiliary  ventilation, 
such  as  fans,  blowers,  or  air-condi- 
tioning, must  be  provided  when  tlis 
ambient  temperature  is  86  *F  (28.5  *0) 
or  higher. 

ic)  Lighting.  Sheltered  housing  facili- 
ties lor  dogs  and  cats  must  be  lighted 
well  enough  to  permit  routine  inspeo- 
tion  and  cleaning  of  the  facility,  and 
observation  of  the  dogs  and  cats.  Ani- 
mal areas  must  be  provided  a  regular 
diurnal  lighting  cycle  of  either  natural 
or  artificial  light.  Lighting  must  be 
uniformly  diffused  throughout  animal 
facilities  and  provide  sufficient  illu- 
mination to  aid  in  maintaining  good 
housekeeping  practices,  adequate 
cleaning,  adequate  inspection  of  ani- 
mals, and  for  the  well-being  of  the  ani- 
mals. Primary  enclosures  must  be 
placed  80  as  to  protect  the  dogs  and 
cats  from  excessive  light. 

(d)  Shelter  from  the  elements.  Dogs  and 
cats  most  be  provided  with  adequate 
shelter  from  the  elements  at  all  times 
to  protect  their  health  and  well-being. 
The  shelter  structures  must  be  large 
enough  to  allow  each  animal  to  sit. 
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stand,  and  lie  in  a  normal  maimer  and 
to  turn  about  freely. 

(e)  Surjaces.  (1)  The  following  areas  in 
Sheltered  honsliig  fiacilitles  must  be 
impervious  to  molfltore: 

(1)  Indoor  floor  areas  In  contact  with 
the  animals; 

(it)  Outdoor  floor  areas  in  contact 
with  the  animals,  when  the  floor  areas 
are  not  exposed  to  the  direct  sun.  or 
are  made  of  a  hard  material  such  as 
wire,  wood,  metal,  or  concrete;  and 

(iii)  All  walls,  boxes,  houses,  dens, 
and  other  sorfiAces  In  contact  with  the 
animals. 

(2)  Ontside  floor  areas  in  contact 

with  the  animals  and  exposed  to  the  di- 
rect sun  may  consist  of  compacted 
earth,  absorbent  bedding,  sand,  gravel, 
or  grass. 

[56  FR  8M8,  Feb.  15,  1901,  as  amended  at  68 
FR 10496.  Mar.  4, 1966] 

8  3.4  Outdoor  housing  fiacilities. 

(a)  Restrictions.  (1)  The  following  cat- 
egories of  dogs  or  cats  must  not  be 
kept  in  outdoor  facilities,  unless  that 
practice  is  specifically  approved  by  the 
attending  veterinarian: 

(1)  Dogs  or  cats  that  are  not  accli- 
mated to  the  temperatures  prevalent  in 
the  area  or  region  where  they  are 
maintained; 

(ii)  Breeds  of  dogs  or  cats  that  cannot 
tolerate  the  prevalent  temperatures  of 
the  area  without  stress  or  discomfort 
(such  as  short-haired  breeds  in  cold  cli- 
mates); and 

(iii)  Slok,  infirm,  aged  or  young  dogs 
or  cats. 

(2)  When  their  acclimation  status  is 
unknown,  dogs  and  cats  must  not  be 

kept  in  outdoor  facilities  when  the  am- 
bient temperature  is  less  than  50  ''F  (10 

(b)  Shelter  from  the  elements.  Outdoor 
facilities  for  dotrs  or  cats  must  include 
one  or  more  shelter  structures  that  are 
aooessible  to  each  animal  in  each  out- 
door facility,  and  that  are  large  enough 
to  allow  each  animal  in  the  shelter 
structure  to  sit,  stand,  and  lie  in  a  nor- 
mal manner,  and  to  tnxn  abont  fireely. 
In  addition  to  the  shelter  structures, 
one  or  more  separate  outside  areas  of 
shade  must  be  provided,  large  enough 
to  contain  all  the  animals  at  one  time 
and  protect  them  from  the  direct  rays 
of  the  sun.  Shelters  in  outdoor  facili- 


ties for  dogs  or  cats  must  contain  a 
roof,  four  sides,  and  a  floor,  and  must: 

(1)  Provide  the  dogs  and  cats  with 
adequate  protection  and  shelter  from 

the  cold  and  heat; 

(2)  Provide  the  dog-s  and  cats  with 
protection  from  the  direct  rays  of  the 
sun  and  the  direct  effect  of  wind,  rain, 
or  snow; 

(31  Be  provided  With  a  wind  break  and 
rain  break  at  the  entrance;  and 

(4)  Contain  clean,  dry,  bedding  mate- 
rial if  the  ambient  temperature  is 
below  50  °F  (10  °C).  Additional  clean, 
dry  bedding  is  required  when  the  tem- 
perature is  35  F  (1.7  =C)  or  lower. 

(c)  Construction.  Building  surfaces  in 
contact  with  animals  in  outdoor  hous- 
ing facilities  must  be  impervious  to 
moisture.  Metal  barrels,  cars,  refrig- 
erators or  f^^eezers,  and  the  like  must 
not  be  used  as  shelter  structures.  The 
floors  of  outdoor  housing  facilities  may 
be  of  compacted  earth,  absorbent  bed- 
ding, sand,  gravel,  or  grass,  and  must 
be  replaced  if  there  are  any  prevalent 
odors,  diseases,  insects,  pests,  or 
vermin.  All  surfaces  must  be  main- 
tained on  a  regular  basis.  Surfaces  of 
outdoor  housing  facilities— including 
houses,  dens.  etc. — that  cannot  be  read- 
ily cleaned  and  sanitized,  must  be  re- 
placed when  worn  or  soiled. 

§       Mobile  or  traveling  housing  facili- 
ties. 

(a)  Heating,  cooling,  and  temperature. 
Mobile  or  traveling  housing  facilities 
for  dogs  and  cats  must  be  sufficiently 
heated  and  cooled  when  necessary  to 
protect  the  dogs  and  cats  from  tem- 
perature or  humidity  extremes  and  to 
provide  for  their  health  and  well-being. 
The  ambient  temperature  in  the  mo- 
bile or  traveling  housing  facility  must 
not  fall  below  50  °F  (10  °C)  for  dogs  and 
cats  not  acclimated  to  lower  tempera- 
tures, for  those  breeds  that  cannot  tol- 
erate lower  temperatures  without 
stress  or  discomfort  (such  as  i^ort- 
haired  breeds),  and  for  sick,  aged, 
young,  or  infirm  dogs  and  cats.  Dry 
bedding,  solid  resting  boards,  or  other 
methods  of  conserving  body  heat  must 
be  provided  when  temperatures  are 
below  50  °F  (10  *C).  The  ambient  tem- 
perature must  not  tall  below  45  ''F  (7^ 
°C)  for  more  than  4  consecutive  hours 
when  dogs  or  cats  are  present,  and 
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must  not  exceed  85  "F  (29.5  ^C)  for  more 
tlian  4  consecutive  hours  when  dogs  or 
cats  are  in^sent.  The  preceding  re> 
QUlrements  are  in  addition  to,  not  in 
place  of.  all  other  requirements  per- 
tainiug  to  climatic  conditions  in  parts 
2  and  3  of  this  chapter. 

(b)  VentUation.  Mobile  or  traveling 
housing  facilities  for  dogs  and  cats 
must  be  sufficiently  ventilated  at  all 
times  when  dogs  or  cats  are  present  to 
provide  for  the  health  and  well-being  of 
the  animal-s.  and  to  minimize  odors, 
drafts,  ammonia  levels,  moisture  con- 
densation, and  ezbanst  fkimes.  Ventilap 
tion  must  be  provided  by  means  of  win- 
dows, doors,  vents,  fans,  or  air  condi- 
tioning. Auxiliary  ventilation,  such  as 
fans,  blowers,  or  air  conditioning,  must 
be  provided  when  the  ambient  tempera- 
ture within  the  animal  housing  area  is 
85  "F  (29.5  °C)  or  higher. 

(c)  Lighting.  Mobile  or  traveling 
housing  facilities  for  dogs  and  cats 
must  be  lighted  well  enough  to  permit 
proper  cleaning  and  inspection  of  the 
facility,  and  observation  of  Llie  dogs 
and  cats.  Animal  areas  must  be  pro- 
vided a  regular  diurnal  lisrhtinir  cycle 
of  either  natural  or  artificial  liffht. 
Lighting  must  be  uniformly  diffused 
throughout  animal  facilities  and  pro- 
vide sufficient  illumination  to  aid  in 
maintaining  good  housekeeping  prac- 
tices, adequate  cleaning,  adequate  in- 
spection of  animals,  and  for  the  well- 
being  of  the  animals. 

[32  FK  3273,  Feb.  24.  1967,  as  amended  at  63 
FR 10498,  Mar.  4, 1996] 

%9Ji  PriflMfy  endosiures. 

Primary  enclosures  for  dogs  and  cats 
must  meet  the  following  minimum  re- 
quirements: 

(a)  General  rettuiremenU.  (1)  Primary 
enclosures  must  be  designed  and  con- 
structed of  suitable  materials  so  that 
they  are  structurally  sound.  The  pri- 
mary enclosures  must  be  kept  in  good 
repair, 

(2)  Primary  enclosures  must  be  con- 
structed and  maintained  so  that  they: 

(i)  Have  no  sharp  points  or  edges  that 
could  injure  the  dogs  and  cats; 

(ii)  Protect  the  dogs  and  cats  from 
injury: 

(ill)  Contain  the  dogs  and  cats  se- 
curely; 
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(iv)  Keep  other  animals  from  enter- 
ing the  enclosure; 

(▼)  Enable  the  dogs  and  cats  to  re- 
main dry  and  clean; 

(vi)  Provide  shelter  and  protection 
from  extreme  temperatures  and  weath- 
er oondlUoiui  that  may  be  uncomfort- 
able or  hasardous  to  all  the  dogs  and 
cats; 

(vil)  Provide  sufficient  shade  to  shel- 
ter all  the  dogs  and  cats  housed  in  the 

primary  enclosure  at  one  time; 

(viii)  Provide  all  the  dogs  and  cats 
with  easy  and  convenient  access  to 
clean  food  and  water; 

(Ix)  Enable  all  surfaces  in  contact 
with  the  dogs  and  cats  to  be  readily 
cleaned  and  sanitized  in  accordance 
with  §  3.11(b)  of  this  subpart,  or  be  re- 
placeable when  worn  or  soiled; 

(X)  Have  floors  that  are  ronstructed 
in  a  manner  that  protects  the  dogs  and 
oats*  feet  and  1^  from  injury,  and 
that,  if  of  mesh  or  slatted  construc- 
tion, do  not  allow  the  dogs'  and  cats' 
feet  to  pass  through  any  openings  in 
the  floor; 

(xi)  Provide  sufficient  space  to  allow 
each  dog  and  cat  to  turn  about  freely, 
to  stand,  sit,  and  lie  in  a  comfortable, 
normal  position,  and  to  walk  in  a  nor^ 
mal  manner;  and 

(xii)  Primary  enclosures  constructed 
on  or  after  February  20,  1998  and  floors 
replaced  on  or  after  that  date,  moat 
oomi^y  with  the  requirements  in  tMs 
paragraph  (a)(2).  On  or  after  January 
21,  2000,  all  primary  enclosures  must  be 
in  comikliance  with  the  requirements  in 
this  paragraph  (aK2).  If  the  suspended 
floor  of  a  primary  enclosure  Is  con- 
structed of  metal  strands,  the  strands 
must  either  be  greater  than  of  an 
inch  in  diameter  (9  gauge)  or  coated 
with  a  material  such  as  plastic  or  fiber- 
glass. The  suspended  floor  of  any  pri- 
mary enclosure  must  be  strong  enough 
so  that  the  floor  does  not  sag  or  bend 
between  the  structural  supports. 

(b)  Additional  requirements  for  cats — (1) 
Space.  Each  cat,  including  weaned  kit- 
tens, that  is  housed  in  any  primary  en- 
closure must  be  provided  minimum 
vertical  space  and  floor  space  as  fol- 
lows: 

(1)  Prior  to  February  15, 1994  each  cat 

housed  in  any  primary  enclosure  shall 
be  provided  a  minimum  of  2V!2  square 
feet  of  floor  space; 
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(ii)  On  and  after  February  15.  1994: 

(A)  Each  primary  enclosure  housing 
cats  must  be  at  least  24  in.  high  (60.96 
cm); 

(B)  Cats  up  to  and  including  8.8  lbs  (4 
kg)  must  be  provided  with  at  least  3.0 
ft2  (0.28  m2); 

(C)  Cats  over  8.8  lbs  (4  kg)  must  be 
provided  with  at  least  4.0  ft^  (0.37  m2); 

(iii)  Each  queen  with  nursing  kittens 
must  be  provided  with  an  additional 
amount  of  floor  space,  based  on  her 
breed  and  behavioral  characteristics, 
and  in  accordance  with  generally  ac- 
cepted husbandry  practices.  If  the  addi- 
tional amount  of  floor  space  for  each 
nursing  kitten  is  equivalent  to  less 
than  5  percent  of  the  minimum  require- 
ment for  the  queen,  such  housing  must 
be  approved  by  the  attending  veteri- 
narian in  the  case  of  a  research  facil- 
ity, and,  in  the  case  of  dealers  and  ex- 
hibitors, such  housing  must  be  ap- 
proved by  the  Administrator;  and 

(iv)  The  minimum  floor  space  re- 
quired by  this  section  is  exclusive  of 
any  food  or  water  pans.  The  litter  pan 
may  be  considered  part  of  the  floor 
space  if  properly  cleaned  and  sanitized. 

(2)  Compatibility.  All  cats  housed  in 
the  same  primary  enclosure  must  be 
compatible,  as  determined  by  observa- 
tion. Not  more  than  12  adult  noncondi- 
tioned  cats  may  be  housed  in  the  same 
primary  enclosure.  Queens  in  heat  may 
not  be  housed  in  the  same  primary  en- 
closure with  sexually  mature  males, 
except  for  breeding.  Except  when  main- 
tained in  breeding  colonies,  queens 
with  litters  may  not  be  housed  in  the 
same  primary  enclosure  with  other 
adult  cats,  and  kittens  under  4  months 
of  age  may  not  be  housed  in  the  same 
primary  enclosure  with  adult  cats, 
other  than  the  dam  or  foster  dam.  Cats 
with  a  vicious  or  aggressive  disposition 
must  be  housed  separately. 

(3)  Litter.  In  all  primary  enclosures,  a 
receptacle  containing  sufficient  clean 
litter  must  be  provided  to  contain  ex- 
creta and  body  wastes. 

(4)  Resting  surfaces.  Each  primary  en- 
closure housing  cats  must  contain  a 
resting  surface  or  surfaces  that,  in  the 
aggregate,  are  large  enough  to  hold  all 
the  occupants  of  the  primary  enclosure 
at  the  same  time  comfortably.  The 
resting  surfaces  must  be  elevated,  im- 
pervious to  moisture,  and  be  able  to  be 


easily  cleaned  and  sanitized,  or  easily 
replaced  when  soiled  or  worn.  Low  rest- 
ing surfaces  that  do  not  allow  the 
space  under  them  to  be  comfortably  oc- 
cupied by  the  animal  will  be  counted  as 
part  of  the  floor  space. 

(5)  Cats  in  mobile  or  traveling  shows  or 
acts.  Cats  that  are  part  of  a  mobile  or 
traveling  show  or  act  may  be  kept, 
while  the  show  or  act  is  traveling  from 
one  temporary  location  to  another,  in 
transport  containers  that  comply  with 
all  requirements  of  §3.14  of  this  subpart 
other  than  the  marking  requirements 
in  §  3.14(a)(6)  of  this  subpart.  When  the 
show  or  act  is  not  traveling,  the  cats 
must  be  placed  in  primary  enclosures 
that  meet  the  minimum  requirements 
of  this  section. 

(c)  Additional  requirements  for  dogs — 
(1)  Space,  (i)  Each  dog  housed  in  a  pri- 
mary enclosure  (including  weaned  pup- 
pies) must  be  provided  a  minimum 
amount  of  floor  space,  calculated  as 
follows:  Find  the  mathematical  square 
of  the  sum  of  the  length  of  the  dog  in 
inches  (measured  from  the  tip  of  its 
nose  to  the  base  of  its  tail)  plus  6 
inches;  then  divide  the  product  by  144. 
The  calculation  is:  (length  of  dog  in 
inches  +  6)  x  (length  of  dog  in  inches  + 
6)  =  required  floor  space  in  square 
inches.  Required  floor  space  in  inches/ 
144  =  required  floor  space  in  square 
feet. 

(ii)  Each  bitch  with  nursing  puppies 
must  be  provided  with  an  additional 
amount  of  floor  space,  based  on  her 
breed  and  behavioral  characteristics, 
and  in  accordance  with  generally  ac- 
cepted husbandry  practices  as  deter- 
mined by  the  attending  veterinarian.  If 
the  additional  amount  of  floor  space 
for  each  nursing  puppy  is  less  than  5 
percent  of  the  minimum  requirement 
for  the  bitch,  such  housing  must  be  ap- 
proved by  the  attending  veterinarian  in 
the  case  of  a  research  facility,  and,  in 
the  case  of  dealers  and  exhibitors,  such 
housing  must  be  approved  by  the  Ad- 
ministrator. 

(iii)  The  interior  height  of  a  primary 
enclosure  must  be  at  least  6  inches 
higher  than  the  head  of  the  tallest  dog 
in  the  enclosure  when  it  is  in  a  normal 
standing  position:  Provided  That,  prior 
to  February  15.  1994,  each  dog  must  be 
able  to  stand  in  a  comfortable  normal 
position. 
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(2)  Compatibility .  All  do^s  housed  in 
the  same  primary  enclosure  must  be 
compatible,  as  determined  Xgj  observa- 
tion. Not  more  tban  12  adult  noncondi- 
tloned  dog-s  may  be  housed  in  the  same 
primary  enclosure.  Bltclies  in  heat  may 
not  be  housed  in  the  same  primary  en- 
olosnre  with  seznally  mature  males, 
except  for  breeding.  Except  when  main- 
tained in  breedinp'  colonies,  bitches 
with  litters  may  not  be  housed  in  the 
same  primary  enclosui'e  with  other 
adult  dogs,  and  puppies  under  4  months 
of  age  may  not  be  housed  in  the  same 
primary  enclosure  with  adult  dogs, 
other  than  the  dam  or  foster  dam.  Dops 
with  a  vicious  ur  aggressive  disposition 
must  be  housed  separately. 

( 3 )  Dogs  in  mobile  Or  traveling  shows  or 
acts.  Doiis  that  are  part  of  a  mobile  or 
traveling  show  or  act  may  be  kept, 
while  the  show  or  act  is  traveling  from 
one  temporary  location  to  another,  in 
transport  containers  that  comply  with 
all  requirements  of  §3.14  of  this  subpart 
other  than  the  marking  requirements 
in  f  8.14(a)(6)  of  this  subpart.  When  the 
show  or  act  is  not  traveling,  the  dogs 
must  be  placed  In  primary  enclosures 
that  meet  the  minimum  requirements 
of  this  section. 

(4)  Prohibited  means  of  primary  encto- 
sure.  Permanent  tethering  of  dogs  is 
prohibited  for  use  as  primary  enclo- 
sure. Temporary  tethering  of  dogs  is 
prohibited  for  use  as  primary  enclosure 
unless  approval  is  obtained  from 
APHIS. 

M>  Innovative  primar.v  enclosures 
not  precisely  meeting  the  floor  area 
and  height  requirements  provided  in 
paragraphs  (b)(1)  and  (cXD  of  this  sec- 
tion, but  that  provide  the  dogs  or  cats 
with  a  sufficient  volume  of  space  and 
the  opportunity  to  express  species-typ- 
ical behavior,  may  be  used  at  research 
facilities  when  appi  oved  by  the  Com- 
mittee, and  by  dealers  and  exhibitors 
when  approved  by  the  Administrator. 

(Approvrri  hv  the  Office  of  Management  and 
Budget  uiuIl-i  control  number  0579-0093) 

[56  FR  6486,  Feb.  15,  1991,  as  amended  at  62 
FB  43275,  Aug.  13,  1907;  63  FR  3083«  Jan.  21, 
1988: 63  FR  37482,  July  13. 1998] 


Animal  health  and  husbandry 

Standards 

58.7  Compatible  grouping. 

Dogs  and  cats  that  are  housed  in  the 
same  primary  enclosure  must  be  com- 
patible, with  the  following  restrictions: 

(a)  Females  in  heat  (estrus)  may  not 
be  housed  in  the  same  primary  enclo- 
sure with  males,  except  for  breeding 
purposes; 

(b)  Any  dog  or  cat  exhibiting  a  vi- 
cious or  overly  aggressive  disposition 
must  be  housed  separately; 

(c)  Puppies  or  kittens  4  months  of 
age  or  less  may  not  be  housed  in  the 
same  primary  enclosure  with  adult 
dogs  or  cats  other  than  their  dams  or 
foster  dams,  except  when  permanently 
maintained  in  breeding  colonies: 

(d)  Dogs  or  cats  may  not  be  housed  in 
the  same  primary  enclosure  with  any 
other  species  of  animals,  unless  they 
are  compatible;  and 

(e)  Dogs  and  cats  that  have  or  are 
suspected  of  having  a  contagious  dis- 
ease must  be  isolated  from  healthy  ani- 
mals in  the  colony,  as  directed  by  the 
attending  veterinarian.  When  an  entire 
group  or  room  of  dogs  and  cats  is 
known  to  have  or  believed  to  be  ex- 
posed to  an  infectious  agent,  the  group 
may  be  kept  Intact  during  the  prooSBS 
of  diagnosis,  treatment,  and  control. 

iZS  Ezendae  for  dogs. 

Dealers,  exhibitors,  and  research  fa- 
cilities must  develop,  document,  and 
follow  an  appropriate  plan  to  provide 
dogs  with  the  opportunity  for  exercise. 
In  addition,  the  plan  must  be  approved 
by  the  attending  veterinarian.  The 
plan  must  include  written  standard 
procedures  to  be  followed  in  providing 
the  opportunity  for  exercise.  Thp*  plan 
must  be  made  available  to  APHIS  upon 
request,  and,  in  the  case  of  research  fa- 
cilities, to  officials  of  any  pertinent 
funding  Federal  agency.  The  plan,  at  a 
minimum,  must  comply  with  each  of 
the  following: 

(a)  Dogs  housed  individuaUy.  Dogs 
over  12  weeks  of  age.  except  bitches 
with  litters,  housed,  held,  or  main- 
tained by  any  dealer,  exhibitor,  or  re- 
search facility,  including  Federal  re- 
search fitcilities.  must  be  provided  the 
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opportunity  for  exercise  regularly  If 
they  are  kept  individually  in  caeres, 
pens,  or  runs  that  provide  less  than  two 
times  the  required  floor  space  for  that 
dog,  as  indicated  by  |8.6(oKl)  of  this 
subpart. 

(b)  Dogs  housed  in  groups.  Dogs  over 
13  weelcs  of  age  housed,  held,  or  main- 
tained In  groups  by  any  dealer,  exhibi- 
tor, or  research  facility,  including  Fed- 
eral research  facilities,  do  not  require 
additional  opportunity  for  exercise  reg- 
ularly If  they  are  maintained  in  cages, 
pens,  or  runs  that  provide  in  total  at 
least  100  percent  of  the  required  space 
for  each  dog  if  maintained  separately. 
Such  animals  may  be  maintained  in 
compatible  groups,  unless: 

(1)  Housing  in  compatible  groups  is 
not  in  accordance  with  a  research  pro- 
posal and  the  proposal  has  been  ap- 
proved by  the  research  fEusUlty  Com- 
mittee: 

(2)  lu  Uie  opinion  of  the  attending 
▼eterlnarian,  snch  housing  would  ad- 
versely affect  the  health  or  well-being 

of  the  dog(s);  or 

(3)  Any  dog  exlubita  aggressive  or  vi- 
dons  behavior. 

(c)  Methods  and  period  of  providing  ex- 
ercise opportunity.  (1)  The  frequency, 
method,  and  duration  of  the  oppor- 
tuilty  for  ezerdse  shall  be  determined 
by  the  attending  veterinarian  and,  at 
research  facilities,  in  consultation  with 
and  approval  by  the  Committee. 

(2)  Dealers,  exhibitors,  and  research 
facilities,  in  developing  their  plan, 
should  consider  providiner  positive 
physical  contact  with  humans  that  en- 
courages exercise  through  play  or 
other  similar  activities.  If  a  dog  is 
housed,  held,  or  maintained  at  a  facil- 
ity without  sensory  contact  with  an- 
other dog,  It  must  be  provided  with 
positive  physical  contact  with  humans 
at  least  daily. 

(3>  The  opportunity  for  exercise  may 
be  provided  In  a  number  of  wajb,  such 
as: 

(i)  Group  housing  in  cages,  pens  or 
runs  that  provide  at  least  100  percent 
of  the  required  space  for  each  dog  If 
maintained  separately  under  the  min- 
imum floor  space  requirements  of 
§3.6(,cXl)  of  this  subpart; 

(11)  Maintaining  Individually  housed 
dogs  in  cages,  pens,  or  runs  that  pro- 
vide at  least  twice  the  minimum  floor 


space  required  by  §8.6(cKl)  of  this  sub- 
part; 

(iii)  Providing  access  to  a  run  or  open 
area  at  the  frequency  and  duration  pre- 
scribed by  the  attending  veterinarlaa; 
or 

(iv)  Other  similar  activities. 

(4)  Forced  exercise  methods  or  de- 
vices such  as  swinmiing,  treadmills,  or 
carousel-type  devices  are  unacceptable 
for  meeting  the  ezerclse  requirements 
of  this  section. 

(d)  Exemptions.  (1)  If,  in  the  opinion  of 
the  attending  veterinarian,  it  is  inap- 
propriate for  certain  dogs  to  exercise 
because  of  their  health,  condition,  or 
well-being,  the  dealer,  exhibitor,  or  re- 
search facility  may  be  exempted  from 
meeting  the  requirements  of  this  sec- 
tion  for  those  dogs  Such  exemption 
must  be  documented  by  the  attending 
veterinarian  and,  unless  the  basis  for 
exemption  is  a  permanent  condition, 
must  be  reviewed  at  least  every  80  days 
by  the  attending  veterinarian. 

(2)  A  research  facility  may  be  ex- 
empted from  the  requirements  of  this 
section  if  the  principal  investigator  de- 
termines for  scientific  reasons  set  forth 
in  the  research  proposal  that  it  is  inap- 
propriate for  certain  dogs  to  exercise. 
Such  exemption  must  be  documented 
in  the  Committee-approved  proposal 
and  must  be  reviewed  at  appropriate 
intervals  as  determined  by  the  Com- 
mittee, but  not  less  than  annually. 

(3)  Records  of  any  exemptions  must 
be  maintained  and  made  available  to 
USDA  officials  or  any  pertinent  fund- 
ing Federal  agency  upon  request. 

(Approved  by  the  Office  of  Management  and 
Bodffet  under  oontrol  number  0679-0083) 

§3.9  Feeding. 

(a)  Dogs  and  cats  must  be  fed  at  least 
once  each  day,  except  as  otherwise 
might  be  required  to  provide  adequate 
veterinary  care.  The  food  must  be 
uncontaminated,  wholesome,  palat- 
able, and  of  sufficient  quantity  and  nu- 
tritive value  to  maintain  the  normal 
condition  and  weight  of  the  animal. 
The  diet  must  be  appropriate  for  the 
individual  animal's  age  and  condition. 

(b)  Food  receptacles  must  be  used  for 
dogs  and  cats,  must  be  readily  acces- 
sible to  all  dogs  and  cats,  and  must  be 
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located  so  as  to  minimize  contamina- 
tion by  excreta  and  pests,  and  be  pro- 
tected firom  rain  and  snow.  Feedlnsr 
pans  must  either  be  made  of  a  durable 
material  that  can  be  easily  cleaned  and 
sanitized  or  be  disposable.  If  the  food 
receptacles  are  not  disposable,  they 
must  be  kept  clean  and  must  be  sani- 
tized in  accordance  with  § 3.11(b)  of  this 
subpart.  Sanltization  is  achieved  by 
nsingr  one  of  the  methods  described  in 
f 3.11(b)(3)  of  this  subpart.  If  the  food 
receptacles  are  disposable,  they  must 
be  discarded  after  one  use.  Self-feeders 
may  be  used  for  the  feeding  of  dry  food. 
If  self-feeders  are  used,  they  must  be 
kept  clean  and  must  be  sanitized  in  ac- 
cordance with  §  3.11(b)  of  this  subpart. 
Measures  must  be  taken  to  ensure  that 
there  is  no  molding,  deterioration,  and 
caking  of  feed. 

§8.10  Watering. 

If  potable  water  Is  not  oontinuAlly 

available  to  the  dog-s  and  cats,  it  must 
be  offered  to  the  dogs  and  cats  as  often 
as  necessary  to  ensure  their  health  and 
well-being,  but  not  less  than  twice 
dally  for  at  least  1  hour  each  time,  un- 
less restricted  by  the  attending  veteri- 
narian. Water  receptacles  mast  be  kept 
clean  and  sanitized  in  accordance  with 
§  3.11(b)  of  this  subpart,  and  before 
being  used  to  water  a  different  dog  or 
cat  or  social  grouping  of  dogs  or  cats. 

§3.11   Cleaning,    unitization,  house- 
keeping, and  pest  oonlral. 

(a)  Cleaning  of  primary  enclosures.  Ex- 
creta and  food  waste  must  be  removed 
from  primary  enclosures  daily,  and 
from  under  primary  enclosures  as  often 
as  necessary  to  prevent  an  excessive 
accumiilAtion  of  feces  and  food  waste, 
to  prevent  soiling  of  the  dogs  or  cats 
contained  in  the  primary  enclosures, 
and  to  reduce  disease  hasards,  insects, 
pests  and  odors.  When  steam  or  water 
is  used  to  clean  the  primary  enclosure, 
whether  by  hosing,  flushing,  or  other 
methods,  dogs  and  cats  most  be  re- 
moved, unless  the  enclosure  is  large 
enough  to  ensure  the  animals  would 
not  be  harmed,  wetted,  or  distressed  in 
the  process.  Standing  water  mnst  be 
removed  from  the  primary  enclosure 
and  animals  in  other  primary  enclo- 
sures must  be  protected  from  being 
contaminated  with  water  and  other 


wastes  during  the  cleaning.  The  pans 
under  primary  enclosures  with  grill- 
type  floors  and  the  ground  areas  under 
raised  runs  with  mesh  or  slatted  floors 
must  be  cleaned  as  often  as  necessary 
to  prevent  accumulation  of  feces  and 
food  waste  and  to  reduce  disease  haz- 
ards pests,  insects  and  odors. 

(b)  SanitizatUm  of  primary  enclosures 
and  food  and  water  receptacles,  d)  Used 
primary  enclosures  and  food  and  water 
receptacles  must  be  cleaned  and  sani- 
tised in  acoordanoe  with  this  section 
before  they  can  be  used  to  house,  feed, 
or  water  another  dog  or  oat,  or  social 
grouping  of  dogs  or  cats. 

(2)  Used  primary  enclosures  and  food 
and  water  receptacles  for  dogs  and  oats 
must  be  sanitised  at  least  once  every  2 
weeks  using  one  of  the  methods  pre- 
scribed in  pai  agraph  (b)(3)  of  this  sec- 
tion, and  more  often  if  necessary  to 
prevent  an  accumulation  of  dirt,  de- 
bris, food  waste,  excreta,  and  other  dis- 
ease hazards. 

(3)  Hard  surfaces  of  primary  enclo- 
sures and  food  and  water  receptacles 
must  be  sanitised  using  one  of  the  fol- 

lowlng  methods: 

(i)  Live  steam  under  pressure; 

(ii)  Washing  with  hot  water  (at  least 
180  *F  (82.2  *0)  and  soap  or  detergent, 
as  with  a  mechanical  cage  washer;  or 

(iii)  Washing  all  soiled  surfaces  with 
appropriate  detergent  solutions  and 
disinfectants,  or  by  using  a  combina- 
tion detergent/disinfectant  product 
that  accomplishes  the  same  purpose, 
with  a  thorough  cleaning  of  the  sur- 
faces to  remove  organic  material,  so  as 
to  remove  all  organic  material  and 
mineral  buildup,  and  to  provide  saalti- 
zation  followed  by  a  clean  water  rinse. 

(4)  Pens.  runs,  and  outdoor  housing 
areas  using  material  that  cannot  be 
sanitized  using  the  methods  provided 
in  paragraph  (b)(3)  of  this  section,  such 
as  gravel,  sand,  grass,  earth,  or  absorb- 
ent bedding,  must  he  sanitized  by  re- 
moving the  contaminated  material  as 
necessary  to  prevent  odors,  diseases, 
pests,  insects,  and  vermin  infestation. 

(c)  Housekeeping  for  premises.  Prem- 
ises where  housing  facilities  are  lo- 
cated, including  buildings  and  sur- 
rounding  grounds,  must  be  kept  dean 
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and  in  good  repair  to  protect  the  ani- 
mals from  injury,  to  facilitate  the  hus- 
bandry practices  required  in  this  sub- 
part, and  to  reduce  or  eliminate  breed- 
ing and  Uvlngr  areas  for  rodents  and 
Otber  pests  and  vermin.  Premises  must 
be  kept  free  of  accumulations  of  trash, 
junk,  waste  products,  and  discarded 
matter.  Weeds,  grasses,  and  bushes 
must  be  controlled  so  as  to  facilitate 
cleaning  of  the  premises  and  pest  con- 
trol, and  to  protect  the  health  and 
well-being  of  the  animals. 

(d)  Pest  control.  An  effective  program 
for  the  control  of  insects,  external 
parasites  affecting  dogs  and  cats,  and 
birds  and  mammals  that  are  pests, 
most  be  establiahed  and  maintained  so 
as  to  promote  the  health  and  well- 
being-  of  the  animals  and  reduce  con- 
tamination by  pests  in  animal  areas. 

[56  FR  6486,  Feb.  16,  1991,  as  amended  at  63 
FR  8088,  Jan.  21, 1998] 

§3.12  Employees. 

Each  person  subject  to  the  Animal 
Welfare  regulations  (9  CFR  parts  1,  2, 
and  8)  maintaining  dogs  and  cats  most 
have  enough  employees  to  carry  out 
the  level  of  husbandry  practices  and 
care  required  in  this  subpart.  The  em- 
ployees who  provide  for  husbandry  and 
care,  or  handle  animals,  must  be  super- 
vised by  an  individual  who  has  the 
knowledge,  background,  and  experience 
in  proper  husbandry  and  care  of  dogs 
and  cats  to  supervise  others.  The  em- 
ployer must  be  certain  that  the  super- 
visor and  other  employees  can  perform 
to  these  standards. 

Transportation  Standards 

§S*18  Consignments  to  caniors  and  in* 
twnHiidiatf>  liaiiidlevB* 

(a)  Carriers  and  Intermediate  han- 
dlers must  not  accept  a  dog  or  cat  for 
transport  in  commerce  more  than  4 
hours  before  the  schednled  departure 
time  of  the  primary  conveyance  on 
which  the  animal  is  to  be  transported. 
However,  a  carrier  or  Intermediate 
handler  may  agree  with  anyone  con- 
signing a  dog  or  cat  to  extend  this  time 
by  up  to  2  hours. 

(b)  Carriers  and  intermediate  han- 
dlers must  not  aoospt  a  dog  or  cat  for 
transport  in  commerce  unless  they  are 


provided  with  the  name,  address,  and 

telephone  number  of  the  consignee. 

(c)  Carriers  and  intermediate  han- 
dlers must  not  accept  a  dog  or  cat  for 
transport  in  commerce  unless  the  con- 
signor certifiSs  in  writing  to  the  car- 
rier or  intermediate  handler  that  the 
dog  or  cat  was  offered  food  and  water 
during  the  4  hours  before  delivery  to 
the  carrier  or  intermediate  handler. 
The  certification  must  be  securely  at- 
tached to  the  outside  of  the  primary 
enclosure  in  a  manner  that  makes  It 
easily  noticed  and  read.  Instructions 
for  no  food  or  water  are  not  acceptable 
unless  directed  by  the  attending  veteri- 
narian. Instructions  must  be  in  compli- 
ance with  §3.16  of  this  subpart.  The 
certification  must  include  the  fol- 
lowing information  for  each  dog  and 
cat: 

(1)  The  consignor's  name  and  address; 

(2)  The  tag  number  or  tattoo  assigned 
to  each  dog  or  cat  under  §§2.38  and  2.50 
of  this  chapter; 

(3)  The  time  and  date  the  animal  was 
last  fed  and  watered  and  the  specific 
instructions  for  the  next  feeding(s)  and 
watering(s)  for  a  24-hour  period;  and 

(4)  The  consignor's  signature  and  the 
date  and  time  the  certification  was 
signed. 

(d)  Carriers  and  intermediate  han- 
dlers must  not  accept  a  dog  or  cat  for 

transport  in  commerce  in  a  primary 
enclosure  unless  the  primary  enclosure 
meets  the  requirements  of  §3.14  of  this 
subpart.  A  carrier  or  intermediate  han- 
dler  must  not  accept  a  dog  or  cat  for 
transport  if  the  primary  enclosure  is 
obviously  defective  or  damaged  and 
cannot  reasonably  be  expected  to  safe- 
ly and  comfortably  contain  the  dog  or 
cat  without  causing  suffering  or  injury. 

(e)  Carriers  and  intermediate  han- 
dlers must  not  accept  a  dog  or  cat  for 
transport  in  commerce  unless  their 
animal  holding  area  meets  the  min- 
imum temperature  requirements  pro- 
vided in  KS.18  and  3.19  of  this  subpart, 
or  unless  the  consignor  provides  them 
with  a  certificate  signed  by  a  veteri- 
narian and  dated  no  more  than  10  days 
before  delivery  of  the  animal  to  the 
carrier  or  intermediate  handler  for 
transport  in  commerce,  certifying  that 
the  animal  is  acclimated  to  tempera- 
tures lower  than  those  required  in 
118.18  and  8.19  of  this  subpart.  Even  if 
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the  carrier  or  intermefliatp  handler  re- 
ceives this  certification,  the  tempera- 
tures the  dog  or  cat  is  exposed  to  wliile 
in  a  terminal  facility  most  not  be 
lower  than  45  °F  (2.2  °C)  for  more  than 
4  consecutive  hours  when  dogs  or  cats 
are  present,  as  set  forth  in  f  3.18,  nor 
lower  than  45  •P  (2.2  °C)  for  more  than 
45  minutes,  as  set  forth  in  §3.19.  when 
moving  dogs  or  cats  to  or  from  ter- 
minal facilities  or  primary  convey- 
ances. A  copy  of  the  certification  miiBt 
accompany  the  do?  or  cat  to  its  des- 
tination and  must  include  the  fol- 
lowing information: 

(1)  The  consignor's  name  and  address; 

(2)  The  tap  number  or  tattoo  assigned 
to  each  dog  or  cat  under  §§2.38  and  2.50 
of  this  chapter; 

(3)  A  statement  by  a  veterinarian, 
dated  no  more  than  10  days  before  de- 
livery, that  to  the  best  of  his  or  her 
knowledge,  each  of  the  dogs  or  cats 
contained  in  the  primary  enclosure  is 
acclimated  to  air  temperatures  lower 
than  50  "F  (10  "C);  but  not  lower  than  a 
minimum  temperature,  specified  on  a 
certificate,  that  the  attending  veteri- 
narian has  determined  is  based  on  gen- 
erally accepted  temperature  standards 
for  the  age.  condition,  and  breed  of  the 
dog  or  cat;  and 

(4)  The  sitrnature  of  the  veterinarian 
and  the  date  the  certification  was 
signed. 

(f)  When  a  primary  enclosure  con- 
taining a  doer  or  rat  has  arrived  at  the 
animal  holding  area  at  a  terminal  fa- 
cility after  transport,  the  oarrier  or  in- 
termediate handler  must  attempt  to 
notify  the  consignee  upon  arrival  and 
at  least  once  In  every  6-hour  period 
thereafter.  The  time,  date,  and  method 
of  all  attempted  notifications  and  the 
actual  notification  of  the  consignee, 
and  the  name  of  the  person  who  noti- 
fies or  attempts  to  notify  the  consignee 
must  be  written  either  on  the  carrier's 
or  intermediate  handler's  copy  of  the 
shipping  document  or  on  the  copy  that 
accompanies  the  inrlmary  enclosu^.  If 
the  consignee  cannot  be  notified  within 
24  hours  after  the  dog  or  cat  has  ar- 
rived at  the  terminal  facility,  the  car- 
rier or  intermediate  handler  must  re- 
turn the  animal  to  the  consignor  or  to 
whomever  the  consignor  designates.  If 
the  consignee  is  notified  of  the  arrival 
and  does  not  accept  delivery  of  the  dog 
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or  cat  within  48  hours  after  arrival  of 
the  dog  or  cat,  the  carrier  or  inter- 
mediate handler  most  return  the  ani- 
mal to  the  consignor  or  to  whomever 

the  consiernor  designates.  The  carrier 
or  intermediate  handler  must  continue 
to  provide  proper  care,  feeding,  and 
housing  to  the  dog  or  cat,  and  main- 
tain tjie  dog  or  cat  in  accordance  with 
generally  accepted  professional  and 
husbandry  practices  until  the  con- 
signee accepts  delivery  of  the  dog  or 
cat  or  until  it  is  returned  to  the  con- 
signor or  to  whomever  the  consignor 
designates.  Tlie  carrier  or  intenaedtote 
handler  must  obligate  the  conaigiior  to 
reimburse  the  carrier  or  intermediate 
handler  for  the  cost  of  return  transpor- 
tation and  care. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0088) 

58.14  Ftiautrw   mudomnm   wmd  to 
tnmsport  five  dogs  aad  eats. 

Any  person  subject  to  the  Animal 
Welfare  regulations  (9  CFR  parts  1.  2, 
and  3)  must  not  transport  or  deliver  for 
transport  in  commerce  a  dog  or  cat  un- 
less the  following  requirements  are 

met: 

(a)  Construction  of  primary  enclosures. 
The  dog  or  cat  must  be  contained  in  a 

primary  enclosure  such  as  a  compart- 
ment, transport  cage,  carton,  or  crate. 
Primary  enclosures  used  to  transport 
dogs  and  cats  must  be  constructed  so 

that: 

(1)  The  primary  enclosure  is  strong 
enough  to  contain  the  dogs  and  cats  se- 
curely and  comfortably  and  to  with- 
stand the  normal  rigors  of  transpor- 
tation; 

(2)  The  interior  of  the  primary  enclo- 
sure has  no  sharp  points  or  edges  and 
no  protrusions  that  could  injure  the 
animal  contained  in  it; 

(3)  The  dog  or  cat  is  at  all  times  se- 
curely contained  within  the  enclosure 
and  cannot  put  any  part  of  its  body 
outside  the  enclosure  in  a  way  that 
could  result  in  injury  to  itself,  to  han- 
dlers, or  to  persons  or  animals  nearby: 

(4)  The  doer  or  cat  can  be  easily  and 
quickly  removed  from  the  enclosure  in 
an  emergency; 

(5)  Unless  the  enclosure  is  perma^ 
nently  affixed  to  the  conveyance,  ade- 
quate devices  such  as  handles  or 
handholds  are  provided  on  Its  exterior. 


54 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Service,  USDA 


§3.14 


and  enable  the  enclosure  to  be  lifted 

without  tilting^  it,  and  ensure  that  any- 
one handling  the  enclosure  will  not 
come  into  physical  contact  with  the 
animal  contained  inside; 

(6)  Unless  the  enclosure  is  perma- 
nently affixed  to  the  conveyance,  it  is 
clearly  marked  on  top  and  on  one  or 
more  sides  with  the  words  **Iiive  Ani- 
mals," in  letters  at  least  1  inch  (2.5 
cm.)  high,  and  with  arrows  or  other 
markings  to  indicate  the  correct  up- 
right position  of  the  primary  enclo- 
sure: 

(7)  Any  material,  treatment,  paint, 
preservative,  or  other  chemical  used  in 
or  on  the  enclosure  is  nontoxic  to  the 
animal  and  not  harmful  to  the  health 
or  well-being  of  the  animal: 

(8)  Proper  ventilation  is  provided  to 
the  animal  in  accordance  with  para- 
graidi  (c)  of  this  section;  and 

(9)  The  primary  enclosure  has  a  solid, 
leak-proof  bottom  or  a  removable, 
leak-proof  collection  tray  nnder  a  slat- 
ted or  mesh  floor  that  prevents  seepage 
of  waste  products,  such  as  excreta  and 
body  fluids,  outside  of  the  enclosure.  If 
a  slatted  or  mesh  floor  is  used  in  the 
enolosnre,  it  must  be  designed  and  con- 
structed so  that  the  animal  cannot  put 
any  part  of  its  body  between  the  slats 
or  through  the  holes  in  the  mesh.  Un- 
less the  dogs  and  cats  are  on  raised 
slatted  floors  or  raised  floors  made  of 
mesh,  the  primary  enclosure  must  con- 
tain enough  previously  unused  litter  to 
absorb  and  cover  excreta.  The  litter 
must  be  of  a  suitably  absorbent  mate- 
rial that  is  safe  and  nontoxic  to  the 
dogs  and  cats. 

(b)  Cteaning  of  primary  enclomrea.  A 
primary  enclosure  used  to  hold  or 
transport  dogs  or  cats  in  commerce 
must  be  cleaned  and  sanitized  before 
each  ose  in  accordance  with  the  meth- 
ods provided  in  §3.11(b)(d)  of  this  sub- 
part. If  the  dogs  or  cats  are  in  transit 
for  more  than  24  hours,  the  eaciubures 

must  be  cleaned  and  any  litter  re- 
placed, or  other  methods,  such  as  mov- 
ing the  animals  to  another  enclosure, 
must  be  utilized  to  prevent  the  soiling 
of  the  dogs  or  cats  by  body  wastes.  If  it 
becomes  necessary  to  remove  the  dog 
or  cat  from  the  enclosure  in  order  to 
clean,  or  to  move  the  dog  or  cat  to  an- 
other enclosure,  this  procedure  most  be 
completed  in  a  way  that  safegnards  the 


dog  or  cat  from  injury  and  prevents  es- 
cape. 

(c)  Ventilation.  (1)  Unless  the  primary 
enclosure  is  permanently  affixed  to  the 
conveyance,  there  mnst  be: 

(1)  Ventilation  openings  located  on 
two  opposing  walls  of  the  primary  en- 
closure and  the  openings  must  be  at 
least  16  percent  of  the  surface  area  of 
each  sach  wall,  and  the  total  combined 
surface  area  of  the  ventilation  open- 
ings must  be  at  least  14  percent  of  the 
total  combined  surface  area  of  all  the 
walls  of  the  primary  enclosure;  or 

(ii)  Ventilation  openli^  on  three 
walls  of  the  primary  enclosure,  and  the 
openings  on  each  of  the  two  opposing 
walls  must  be  at  least  8  percent  of  the 
total  surface  area  of  the  two  walls,  and 
the  ventilation  openings  on  the  third 
wall  of  the  primary  enclosure  must  be 
at  least  50  percent  of  the  total  surface 
area  of  that  wall,  and  the  total  com- 
bined surface  area  of  the  ventilation 
openings  must  be  at  least  14  percent  of 
the  total  combined  surface  area  of  all 
the  wails  of  the  primary  enclosure;  or 

(iii)  Ventilation  openings  located  on 
all  four  walls  of  the  primary  enclosure 
and  the  ventilation  openings  on  each  of 
the  four  walls  must  be  at  least  8  per- 
cent of  the  total  surface  area  of  each 
such  wall,  and  the  total  combined  sur- 
face area  of  the  openings  must  be  at 
least  14  percent  of  total  combined  sur- 
face area  of  all  the  walls  of  the  primary 
enclosure;  and 

(iv)  At  least  one-third  of  the  ventila- 
tion area  must  be  located  on  the  upper 
half  of  the  primary  enclosure. 

(2)  Unless  the  primary  enclosure  is 
permanently  affixed  to  the  conveyance, 
projecting  rims  or  similar  devices  must 
be  located  on  the  exterior  of  each  en- 
closure wall  having  a  ventilation  open- 
ing.  in  order  to  prevent  obstruction  of 
the  openings.  The  projecting  rims  or 
similar  devices  must  be  large  enough 
to  provide  a  minimum  air  circulation 
space  of  0.75  in.  (1.9  cm)  between  the 
primary  enclosure  and  anything  the 
enclosure  is  placed  against. 

(3)  If  a  primary  enclosure  is  perma- 
nently affixed  to  the  primary  convey- 
ance so  that  there  is  only  a  front  ven- 
tilation opening  for  the  enclosure,  the 
primary  enclosure  must  be  affixed  to 
the  primary  conveyance  in  such  a  way 
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that  the  front  ventilation  opening-  can- 
not be  blocked,  and  the  front  ventila- 
tion opening  most  open  directly  to  an 
unobstructed  aisle  or  passageway  in- 
side the  convpyanrp.  The  ventilation 
opening  must  be  at  least  90  percent  of 
the  total  area  of  the  front  wall  of  the 
enclosure,  and  must  be  covered  with 
bars,  wire  me.sh.  or  smooth  expanded 
metal  having  air  spaces. 

(d)  Compatibility.  (1)  Live  dogs  or  cats 
transported  in  the  same  primary  enclo- 
sure must  be  of  the  same  species  and  he 
maintained  in  compatible  groups,  ex- 
cept that  dogs  and  cats  that  are  pri- 
vate pets,  are  of  comparable  else,  and 
are  compatible,  may  be  transported  in 
the  same  primary  enclosure. 

(,2)  Puppies  or  kittens  4  months  of  age 
or  less  may  not  be  transported  in  the 
same  primary  enclosure  with  adult 
dogs  or  cats  other  than  their  dams. 

(3)  Dogs  or  cats  that  are  overly  ag- 
gressive or  exhibit  a  vicious  disposition 
must  be  transported  individually  in  a 
primary  enclosure. 

(4)  Any  female  dog  or  cat  in  heat 
(estrus)  may  not  be  transported  in  the 
same  primary  enclosure  with  any  male 
dog  or  cat. 

(e)  Sparc  (ind  placement.  (1)  Primary 
enclosures  used  to  transport  live  dogs 
and  cats  must  be  large  enough  to  en- 
sure that  each  animal  contained  in  the 
primary  enclosure  has  enough  space  to 
turn  about  normally  while  standing,  to 
stand  and  sit  erect,  and  to  lie  in  a  nat- 
ural position. 

(2)  Primary  enclosures  used  to  trans- 
port dogs  and  cats  must  be  positioned 
in  the  primary  conveyance  so  as  to  pro- 
vide protection  from  the  elements. 

(f)  Transportation  by  air.  (1)  No  more 
than  one  live  dog  or  cat.  6  months  of 
age  or  older,  may  be  transported  in  the 
same  primary  enclosure  when  shipped 
via  air  carrier. 

(2)  No  more  than  one  live  puppy,  8 
weeks  to  6  months  of  age,  and  weighing 
over  20  lbs  (9  kg),  may  be  transported 
in  a  primary  enclosure  when  shipped 
via  air  carrier. 

C3)  No  more  than  two  live  puppies  or 
kittens,  8  weeks  to  6  months  of  age, 
that  are  of  comparable  size,  and  weigh- 
ing 20  lbs  (9  kg)  or  less  each,  may  be 
transported  in  the  same  primary  enclo- 
sure when  shipped  via  air  carrier. 


(4)  Weaned  live  puppies  or  kittens 
less  than  8  weeks  of  age  and  of  com- 
parable size,  or  puppies  or  kittens  that 
are  less  than  8  weeks  of  age  that  are 
littormates  and  are  accompanied  by 
their  dam,  may  be  transported  in  the 
same  primary  enclose  when  shipped 
to  research  facilities,  indnding  Federal 
research  facilities. 

(g)  Transpnrtatinn  hii  surface  vehicle  or 
privately  owned  uircrajt.  (1)  No  more 
than  four  live  dogs  or  cats,  8  weeks  of 
age  or  older,  that  are  of  comparable 
size,  may  be  transported  in  the  same 
primary  enclosure  when  shipped  by 
surface  vehicle  (including  ground  and 
water  transportation)  or  privately 
owned  aircraft,  and  only  if  all  other  re- 
quirements of  this  section  are  met. 

(2)  Weaned  live  puppies  or  kittens 
less  than  8  weeks  of  age  and  of  com- 
parable size,  or  puppies  or  kittens  that 
are  less  than  8  weeks  of  age  that  are 
littermates  and  are  accompanied  by 
their  dam,  may  be  transported  in  the 
same  primary  enclosure  when  shipped 
to  research  facilities,  including  Federal 
research  facilities,  and  only  if  all  other 
requirements  in  this  section  are  met. 

(h)  Accompanying  documents  and 
records.  Shipping  documents  tliat  must 
accompany  shipments  of  dogs  and  oats 
may  be  held  by  the  operator  of  the  prl- 
mary  conveyance,  for  surface  transpor- 
tation only,  or  must  be  securely  a^ 
tached  in  a  readily  accessible  manner 
to  the  outside  of  any  primary  encdosure 
that  is  part  of  the  shipment,  in  a  man- 
ner that  allows  them  to  be  detached  for 
examination  and  securely  reattached, 
such  as  in  a  pocket  or  sleeve.  Instruc- 
tions for  administration  of  drugs, 
medication,  and  other  special  care 
must  be  attached  to  each  primary  en- 
closure in  a  manner  that  makes  them 
easy  to  notice,  to  detach  for  examina- 
tion, and  to  reattach  securely.  Food 
and  water  instructions  must  be  at- 
tached in  accordance  with  §8.18(0). 

(Aiqiffoved  by  the  OlXlce  of  Mana«rement  sad 
Budgret  under  control  number  0S71MMI08) 

[56  FR  6486.  Feb.  15.  1991,  as  amended  at  88 

FR  3023.  Jan.  21, 1998] 

S3.15   Primary  conveyances  (moAor  ve- 
hicle, rail,  air,  and  marine). 

(a)  The  animal  cargo  space  of  pri- 
mary conveyances  used  to  transport 
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dogs  and  cats  must  be  designed,  con- 
structed, and  maintained  In  a  manner 
that  at  all  times  protects  the  health 
and  well-beingr  of  the  anlmala  trans- 
ported in  them,  enanres  their  safety 
and  comfort,  and  prevents  the  entry  of 
engine  exhaust  from  the  primary  con- 
veyance during  transportation. 

(b)  The  animal  cargo  apace  most  have 
a  supply  of  air  that  is  sufficient  for  the 
normal  breathing  of  all  the  animals 
being  transported  in  it. 

(o)  Baoh  primary  enclosure  con- 
taining dogs  or  cats  must  be  positioned 
in  the  animal  carero  spacp  in  a  manner 
that  provides  protection  from  the  ele- 
ments and  that  allows  each  dog  or  cat 
enough  air  for  normal  breathing. 

(d)  During  air  transportation,  dogs 
and  cats  must  be  held  in  cargo  areas 
that  are  heated  or  cooled  as  necessary 
to  maintain  an  ambient  temperature 
and  humidity  that  ensures  the  health 
and  well-being  of  the  dogs  or  cats.  The 
cargo  areas  must  be  pressurized  when 
the  primary  conveyance  used  for  air 
transportation  is  not  on  the  crround, 
unless  flying  under  8,000  ft.  Dogs  and 
cats  must  have  adeanate  air  for  breath- 
ing at  all  times  when  being  trans- 
ported. 

(e)  During  surface  transportation, 
auxiliary  TentUatlon,  snch  as  fans, 
blowers  or  air  conditioning,  must  be 

used  in  any  animal  cargo  space  con- 
taining live  dogs  or  cats  when  the  am- 
bient temperature  within  the  animal 
cargo  space  reaches  85  *'F  (29.5  ^O). 
Moreover,  the  ambient  temperature 
may  not  exceed  85  "F  (29.5  °C)  for  a  pe- 
riod of  more  than  4  hours;  nor  fall 
below  45  *F  (7.2  *C)  for  a  period  of  more 
than  4  hours.  The  preceding  require- 
ments are  in  addition  to.  not  in  place 
of,  all  other  requirements  pertaining  to 
climatic  conditions  in  parts  2  and  3  of 
this  chapter. 

(f)  Primary  enclosures  must  be  posi- 
tioned in  the  primary  conveyance  In  a 
manner  that  allows  the  dogs  and  cats 
to  be  quickly  and  easily  removed  from 
the  primary  conveyance  in  an  emer- 
gency. 

(g)  The  interior  of  the  animal  cargo 

space  must  be  kept  clean 

(h)  Live  dogs  and  cats  may  not  be 
transported  with  any  material,  sub- 
stance (e.gM  dry  ice)  or  device  in  a 
manner  that  may  reasonably  be  ex- 


pected to  harm  the  dogs  and  cats  or 
cause  inhumane  conditions. 

[56  FR  6486.  Feb.  15.  1991.  as  amended  at  63 
FR  10498.  10499.  Mar.  4.  19981 

§  3.16  Food  and  water  requirements. 

(a)  Each  dog  and  cat  that  is  16  weeks 
of  age  or  more  must  be  offered  food  at 
least  once  every  24  hours.  Puppies  and 
kittens  less  than  16  weete  of  age  must 
be  offered  food  at  least  once  every  12 
hours.  Each  dog  and  cat  must  be  of- 
fered potable  water  at  least  once  every 
12  hours.  These  time  periods  apply  to 
dealers,  exhibitors,  research  facilities, 
including  Federal  research  facilities, 
who  transport  dogs  and  cats  in  their 
own  primary  conveyance,  starting  from 
the  time  the  dog  or  cat  was  last  offered 
food  and  potable  water  before  transpor- 
tation was  begun.  These  time  periods 
apply  to  carriers  and  intermediate  han- 
dlers starting  from  the  date  and  time 
stated  on  the  certificate  provided 
under  §  3.13(c)  of  this  subpart.  Each  dog 
and  cat  must  be  offered  food  and  pota- 
ble water  within  4  hours  before  being 
transported  in  commerce.  Consignors 
who  are  subject  to  the  Animal  Welfare 
regulations  (9  CFR  parts  1,  2,  and  3> 
must  certify  that  each  dog  and  cat  was 
offered  food  and  potable  water  within 
the  4  hours  preceding  delivery  of  the 
dog  or  cat  to  a  carrier  or  intermediate 
handler  for  transportation  in  com- 
merce, and  must  certify  the  date  and 
time  the  food  and  potable  water  was  of- 
fered, in  accordance  with  §  8.18(c)  of 
this  subpart. 

(b)  Any  dealer,  research  facility,  in- 
cluding a  Federal  research  facility,  or 
exhibitor  offering  any  dog  or  cat  to  a 
carrier  or  intermediate  handler  for 
transportation  in  commerce  must  se- 
curely attach  to  the  outside  of  the  pri- 
mary enclosure  used  for  transporting 
the  dog  or  cat.  written  instructions  for 
the  in-transit  food  and  water  require- 
ments for  a  24-hour  period  for  the  dogs 
and  cats  contained  in  the  enclosure. 
The  instructiona  must  be  attached  in  a 
manner  that  makes  them  easily  no- 
ticed and  read. 

(c)  Food  and  water  receptacles  must 
be  securely  attached  inside  the  pri- 
mary enclosure  and  placed  so  that  the 
receptacles  can  be  filled  from  outside 
the  enclosure  without  opening  the 
door.  Food  and  water  containers  must 
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be  designed,  constructed,  and  installed 
80  that  a  dogr  or  cat  cannot  leave  the 
primary  endoanre  through  the  food  or 
water  opening. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0093) 

88.17  Care  In  transit. 

(a)  Surface  tranaporteMon  (ground  and 

renter ).  Any  person  subject  to  the  Ani- 
mal Welfare  retrulations  transporting 
dogs  or  cats  in  commerce  must  ensure 
that  the  operator  of  the  oonvesranoe,  or 
a  person  accompanying  the  operator, 
observes  the  dogs  or  cats  as  often  as 
circumstances  allow,  but  not  less  than 
once  every  4  hours,  to  make  sure  they 
have  sufficient  air  for  normal  breath- 
ing, that  the  ambient  temperature  is 
within  the  limits  provided  in  §  3.15(e), 
and  that  all  applicable  standards  of 
this  subpart  are  being  complied  with. 
The  reerulated  person  must  ensure  that 
the  operator  or  person  accompanying 
the  operator  determines  whether  any 
of  the  dogs  or  cats  are  in  obvious  phsra- 
ical  distress  and  obtains  any  veteri- 
nary care  needed  for  the  dogs  or  cats  at 
the  closest  available  veterinary  fletcil- 
Ity. 

(b)  Air  transportation.  During  air 
transportation  of  dogs  or  cats,  it  is  the 
responsibility  of  the  carrier  to  observe 
the  dogs  or  cats  as  frequently  as  cir- 
cumstances allow,  but  not  less  than 
once  every  4  hours  if  the  animal  cargo 
area  is  accessible  during  flight.  If  tiie 
animal  cars^o  area  is  not  accessible 
during  flight,  the  carrier  must  observe 
the  dogs  or  cats  whenever  they  are 
loaded  and  unloaded  and  whenever  the 
animal  cargo  space  is  otherwise  acces- 
sible to  make  sure  they  have  sufficient 
air  for  normal  breathing,  that  the  ani- 
mal cargo  area  meets  the  heating  and 
cooling-  requirements  of  § 3.15(d),  and 
that  all  other  applicable  standards  of 
this  subpart  are  being  complied  with. 
The  carrier  must  determine  whether 
any  of  the  dogs  or  cats  are  in  obvious 
physical  distress,  and  arrange  for  any 
needed  veterinary  care  as  soon  as  pos- 
sible. 

(C)  If  a  dog  or  cat  is  obviously  ill,  in- 
jured, or  in  physical  distress,  it  must 
not  be  transported  in  commerce,  except 
to  receive  veterinary  care  for  the  con- 
dition. 


(d)  Except  during  the  cleaning  of  pri- 
mary enclosures,  as  required  in  §  3.14(b) 
of  this  subpart,  during  transportation 
In  commerce  a  dog  or  cat  must  not  be 
removed  from  its  primary  enclosure, 
unless  it  is  placed  in  another  primary 
endoanre  or  facility  that  meeta  the  re- 
quirements of  S3.6  or  (3.14  of  this  sub- 
part. 

(e)  The  transportation  regulations 
contained  in  this  subpart  must  be  com- 
plied  with  until  a  consignee  takes 
physical  delivery  of  the  dog  or  cat  if 
the  animal  is  consigned  for  transpor- 
tation, or  until  the  animal  la  returned 
to  the  consignor. 

§8.18   Terminal  facilities. 

(a)  Placement.  Any  person  subject  to 
the  Animal  Welftoe  regulations  (9  CFR 
parts  1,  2,  and  3)  must  not  commingle 

shipments  of  dogs  or  cats  with  inani- 
mate cargo  in  animal  holding  areas  of 
terminal  facilities. 

(b)  Cleaning,  »anltUxaUin»  and  vest  con- 
trot.  All  animal  holding  areas  of  ter- 
minal facilities  must  be  cleaned  and 
sanitized  in  a  manner  prescribed  in 
f  3.11(b)(3)  of  this  subpart,  as  often  as 

necessary  to  prevent  an  accumulation 
of  debris  or  excreta  and  to  minimize 
vermin  Infestation  and  disease  hazards. 
Terminal  facilitiea  must  follow  an  ef- 
fective program  in  all  animal  holding 
areas  for  the  control  of  insects, 
ectoparasites,  and  birds  and  iiiaiumals 
that  are  pests  to  dogs  and  cats. 

(c)  VentUaUon.  Ventilation  most  be 
provided  in  any  animal  holding  area  in 
a  terminal  facility  containing  dogs  or 
cats,  by  means  of  windows,  doors, 
vents,  or  air  conditioning.  The  air 
must  be  circulated  by  fans,  blowers,  or 
air  conditioning  so  as  to  minimize 
drafts,  odors,  and  moisture  condensa- 
tion. Auxiliary  ventilation,  such  as  ex- 
haust fans,  vents,  fans,  blowers,  or  air 
conditioning  must  be  used  in  any  ani- 
mal holding  area  containing  dogs  and 
cats,  when  the  ambient  temperature  ia 
85  "'F  (29.5  °C)  or  higher 

(d)  Temperature.  The  ambient  tem- 
perature In  an  animal  holding  area 
containing  dof^s  or  cats  must  not  fall 
below  45  F  (7.2  or  rise  above  85  °F 
(29.5  ''C)  for  more  than  four  consecutive 
hours  at  any  time  dogs  or  oata  are 
present.   The   ambient  temperature  i 


58 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Sendee,  USDA 


§3.19 


must  be  measured  in  the  animal  hold- 
Ixig  area  by  the  carrier,  intermediate 
liandler,  or  a  person  transporting  dogs 
or  cats  who  is  subject  to  the  Animal 
Welfare  regulations  (9  CFR  iiarts  1,  2, 
and  3).  outside  any  primary  enclosure 
containing  a  dog  or  cat  at  a  point  not 
more  than  8  feet  (0.91  m)  away  from  an 
outside  wall  of  the  primary  enclosure, 
and  approximately  midway  up  the  side 
of  the  enclosure.  The  preceding  re- 
quirements are  In  addition  to,  not  in 
place  of,  all  other  requirements  per- 
taining to  climatic  conditions  in  parts 
2  and  3  of  this  chapter. 

(e)  Shelter.  Any  person  subject  to  the 
Animal  W.lfaie  leiiulations  (9  CPR 
parts  1,  2.  and  3)  holding  a  live  dogr  or 
cat  in  an  animal  holding  area  of  a  ter- 
minal facility  must  provide  the  fol- 

l(r«vi  mlt: 

(1)  Shelter  from  tunUght  and  extreme 
heat.  Shade  must  be  provided  that  is 
sufficient  to  protect  the  dog  or  cat 
fkx>m  the  direct  rays  of  the  sun. 

(2)  Shelter  from  rain  or  snow.  Suffi- 
cient protection  must  be  provided  to 
allow  the  dogs  and  cats  to  remain  dry 
during  rain,  snow,  and  other  precipita- 
tion. 

(f)  Duration.  The  length  of  time  any 
person  subject  to  the  Animal  Welfare 
regulations  (9  CFR  parts  1,  2,  and  3)  can 
hold  dog's  and  cats  in  animal  holding- 
areas  of  terminal  facilities  upon  ar- 
rival is  the  same  as  that  lurovided  in 
f  8.1S(f)  of  this  subpart. 

[56  FR  6186.  Feb.  15.  1991,  as  amended  at  63 
FR 10499,  Mar.  4, 1996] 

18^9  Handling, 

(a)  Any  person  subject  to  the  Animal 
Welfare  regulations  (9  CFR  parts  1.  2. 
and  3)  who  moves  (including  loading 
and  unloading)  dogs  or  cats  within,  to, 
or  from  the  animal  holding  area  of  a 
terminal  facility  or  a  primary  convey- 
ance must  do  so  as  quickly  and  effi- 
ciently as  possible  and  must  provide 
the  following  during  movement  of  the 
dog  or  cat: 

(1)  Shelter  from  sunlight  and  extreme 
heat.  Sufficient  shade  must  be  provided 
to  protect  the  dog  or  cat  from  the  di- 
rect rays  of  the  sun.  The  doer  or  cat 
must  not  be  exposed  to  an  ambient  air 
temperature  above  85  (29.5  *'C)  for  a 
period  of  more  than  45  minutes  while 
being  moved  to  or  from  a  primary  con- 


veyance or  a  terminal  fetclllty.  The 

temperature  must  be  measured  in  the 
manner  provided  in  § 3.18(d)  of  this  sub- 
part. The  preceding  requirements  are 
in  addition  to,  not  in  place  of,  all  other 
requirements  jwrludnlng  to  climatic 
conditions  in  parts  2  and  3  of  this  chap- 
ter. 

(2)  Shelter  from  rcUn  and  snow.  Suffi- 
cient protection  must  be  provided  to 
allow  the  dogs  and  cats  to  remain  dry 
during  rain,  snow,  and  other  precipita- 
tion. 

(3)  Shelter  from  cold  temperatures. 
Transport! na:  devices  on  which  live 
dogs  or  cats  are  placed  to  move  them 
must  be  covered  to  protect  the  animals 
when  the  outdoor  temperature  falls 
below  50  °F  (10  ^C).  The  dogs  or  cats 
must  not  be  exposed  to  an  ambient 
temperature  below  45  **F  (7.2  *C)  for  a 
period  of  more  than  45  minutes,  unless 
they  are  accompanied  by  a  certificate 
of  acclimation  to  lower  temperatures 
as  provided  in  18.13(e).  The  tempera- 
ture must  be  measured  in  the  manner 
provided  in  § 3.18(d)  of  this  subpart.  The 
preceding  requirements  are  in  addition 
to,  not  In  place  of.  all  other  require- 
ments  pertaining  to  climatic  condi- 
tions in  parts  2  and  3  of  this  chapter. 

(b)  Any  person  handling  a  primary 
enclosure  containing  a  dog  or  cat  must 
use  care  and  must  avoid  causing  phys- 
ical harm  or  distress  to  the  dog  or  cat. 

(1)  A  primary  enclosure  containing  a 
live  dog  or  cat  must  not  be  placed  on 
unattended  conveyor  belts,  or  on  ele- 
vated conveyor  belts,  such  as  baggage 
claim  conveyor  belts  and  inclined  con- 
veyor ramps  that  lead  to  baggage  claim 
areas,  at  any  time;  except  that  a  pri- 
mary enclosure  may  be  placed  on  in- 
clined conveyor  ramps  used  to  load  and 
unload  aircraft  if  an  attendant  is 
present  at  each  end  of  the  conveyor 
belt. 

(2)  A  primary  enclosure  containing  a 
dog  or  cat  must  not  be  tossed,  dropped, 
or  needlessly  tilted,  and  must  not  be 
stacked  in  a  manner  that  may  reason- 
ably be  expected  to  result  in  its  falling. 
It  must  be  handled  and  positioned  in 
the  manner  that  written  instructions 
and  arrows  on  the  outside  of  the  pri- 
mary enclosure  indicate. 

(c)  This  section  applies  to  movement 
of  a  dog  or  cat  from  primary  convey- 
ance to  primary  conveyance,  within  a 
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primary  conveyance  or  terminal  facil- 
ity, and  to  or  from  a  terminal  facility 
or  a  primary  oonvesranoe. 

(Aiqproved  by  the  Office  of  Bfanafenient  aad 
Budget  under  control  number  0670-0088) 

[56  FR  6486.  Feb.  15.  1991.  ae  amended  at  83 

FR  10499.  Mar.  4.  1998] 

Subpart  B— Specifications  for  the 
Humane  Handling,  Care, 
Treatment,  and  Transportation 
of  Guinea  Pigs  and  Hamsters 

FACILITIB8  AND  OPERATING  STANDARDS 

§8^  Faidlttloi^gwMtaL 

(a)  Structural  strength.  Indoor  and 
oatdoor  liousliiflr  facilities  for  guinea 
pips  or  hamsters  shall  be  structurally 
sound  and  shall  be  maintained  in  good 
repair,  to  protect  the  antmala  firom  in- 
jury, to  contain  the  animals,  and  to  re- 
strict the  entrance  of  other  animals. 

(b)  Water  and  electric  power.  Reliable 
and  adequate  electric  power,  if  re- 
quired to  comply  with  other  provisions 
of  this  subpart,  and  adequate  potable 
water  shall  be  available. 

<o>  Storage.  Supplies  of  food  and  bed- 
dingr  shall  be  stored  in  facllit  icH  whit  h 
adequately  protect  such  supplies 
against  spoilage  or  deterioration  and 
infestation  or  contamination  by 
vermin.  Food  supplies  shill  be  stored 
in  containers  with  tightly  fitting  lids 
or  covers  or  in  the  original  containers 
as  receiyed  from  the  commercial 
sources  of  supply.  Refrigeration  shall 
be  provided  for  supplies  of  perishable 
food. 

(d)  Waste  disposal.  Provisions  shall  be 

made  for  the  removal  and  disposal  of 
animal  and  food  wastes,  bedding,  dead 
animals,  and  debris.  Disposal  facilities 
shall  be  so  provided  and  operated  as  to 
minimize  vermin  infestation,  odors, 
and  disease  hazards. 

(e)  Washroom  and  sinks.  Facilities, 
such  as  washrooms,  basins,  or  sinks, 
shall  be  provided  to  maintain  cleanli- 
ness among  animal  caretakers. 

[32  FR  3273,  Feb.  24,  1967,  as  amended  at  44 
FR  63492,  Nov.  2,  1979) 

$3.26   Facilities,  indoor. 

(a)  Heating.  Indoor  housing  facilities 
for  guinea  pigs  or  hamsters  shall  be 
sufficiently  heated  when  necessary  to 


protect  the  animals  from  the  cold,  and 
to  provide  for  their  health  and  comfort. 
The  ambient  temperature  shall  not  be 
allowed  to  fall  below  60  '*F.  nor  to  ex- 
ceed 85  "F. 

(b)  Ventilation.  Indoor  housing  facili- 
ties for  guinea  pigs  or  hamsteis  shall 
be  adequately  ventilated  to  provide  for 
the  health  and  comfort  of  the  animals 
at  all  times.  Such  facilities  shall  be 
provided  with  ftresh  air  either  by  means 
of  windows,  doors,  vents,  or  air  condi- 
tioning, and  shall  be  ventilated  so  as  to 
minimize  di'afts,  odors,  and  moisture 
condensation.  The  amhient  tempera- 
ture shall  not  be  allowed  to  rise  above 

85  °F. 

(c)  Lighting.  Indoor  housing  facilities 
for  guinea  pigs  or  hamsters  shall  have 

ample  light,  by  natural  or  artificial 
means,  or  both,  of  good  quality  and 
well  distributed.  Such  lighting  shall 
provide  uniformly  distributed  illu- 
mination of  sufficient  light  intensity 
to  permit  routine  inspection  and  clean- 
ing during  the  entire  woriiing  period. 
Primary  enclosures  shall  be  so  placed 
as  to  protect  the  guinea  pigs  or  ham- 
sters from  excessive  illumination. 

(d)  Interior  surfaces.  The  interior 
building  surfaces  of  indoor  housiner  fa- 
cilities shall  be  constructed  and  main- 
tained so  that  they  are  substantially 
impervious  to  moisture  and  may  be 
readily  sanitised. 

§  3.27    Facilities,  outdoor. 

(a)  Hamsters  shall  not  be  housed  in 
outdoor  f^lities. 

(b)  Guinea  pigs  shall  not  be  housed  in 
outdoor  facilities  unless  such  facilities 
are  located  in  an  appropriate  climate 
and  prior  approval  for  such  outdoor 
housing  is  obtained  firom  the  Deputy 
Administrator. 

%ZM  Primary  encloeoree. 

All  primary  enclosures  for  guinea 
pigs  and  hamsters  shall  conform  to  the 
following  requirements: 

(a)  General.  (1)  Primary  enclosures 
shall  be  structurally  sound  and  main- 
tained in  good  repair  to  protect  the 
guinea  pigs  and  hamsters  from  injury. 
Such  enclosures,  including  thetr  raokiB, 
shelving  and  other  accessories,  shall  be 
constructed  of  smooth  material  sub- 
stantially impervious  to  liquids  and 
moisture. 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Service.  USDA 


(2)  Primary  enclosures  shall  V)e  con- 
structed and  maintained  so  that  the 
guinea  pigs  or  hamsters  contained 
therein  have  convenient  access  to  clean 
food  and  water  as  required  In  this  sub- 
part. 

(3)  Primary  enclosures  having  a  solid 
floor  shall  be  provided  with  clean  bed- 
ding material. 

(4)  Primary  enclosures  equipped  with 
mesh  or  wire  floors  shall  be  so  con- 
structed as  to  allow  feces  to  pass 
through  the  spaces  of  the  mesh  or  wire: 
Provided,  fwwever,  That  such  floors 
shall  be  constructed  so  as  to  protect 
the  animals'  feet  and  legs  from  injury. 

(b)  Space  requirements  for  primary  en- 
closures  acquired  before  August  15.  1990 — 
(1)  Guinea  pigs  and  hamsters.  Primary 
enclosures  shall  be  constructed  and 
maintained  so  as  to  provide  sufficient 
space  for  each  animal  contained  there- 
in to  make  normal  postural  adjust- 
ments with  adequate  freedom  of  move- 
ment. 

(2)  Guinea  pips.  Tn  addition  to  the  pro- 
visions of  paragraph  (bid)  of  this  sec- 
tion, the  foilowiiig  space  requiieineiits 
are  applicable  to  primary  enclosures 
for  guinea  pi^s: 

(i)  The  interior  heif^ht  of  any  pi  imary 
enciosuie  used  to  confine  guinea  pigs 
shall  be  at  least  6V6  inches. 

(ii)  Each  guinea  pig  housed  in  a  pri- 
mary enclosure  shall  be  provided  a 
minimum  amount  oi  floor  space  in  ac- 
cordance with  the  following  table: 


Mnknum 

space  per 

WsIqM  or  iligs  of  nwhirt^ 

guinea  pig 

UK? 

60 

90 

180 

(3)  Hamsters.  In  addition  to  the  provi- 
sions of  paragraph  fbXl)  of  this  section, 
the  following  space  requirements  are 
applicable  to  primary  enclosures  for 
hamsters: 

(i)  The  interior  height  of  any  jwimary 
enclosure  used  to  confine  hamsters 
shall  be  at  least  5%  Inches,  exc^iit  that 
in  the  case  of  dwaii"  hamsters,  such  in- 
terior height  shall  be  at  least  5  inches. 

(ii)  A  nursing  female  hamster,  to- 
gether with  her  litter,  Shall  be  housed 
in  a  primary  enclosure  which  contains 
no  other  hamsters  and  which  provides 
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at  least  121  square  inches  of  floor 
space:  Provided,  however.  That  in  the 
case  of  dwarf  hamsters  such  floor  space 
shall  be  at  least  26  square  inches. 

(ill)  The  minimum  amount  of  floor 
space  per  individual  hamster  and  the 
maximum  number  of  hamsters  allowed 
in  a  single  primary  enclosui'e,  except  as 
provided  for  nursing  females  in  para- 
graph (b)(3wii)  of  this  section,  shall  be 
in  accordance  with  the  following  table: 


A0» 

MMmum  apaoo  par 
hamatar  gquto 
hidiw) 

Mttdmum 

par  enclo- 
sure 

Dwarf 

Other 

Wtaning  to  S  wks  

5.0 

10.0 

20 

7.5 

12.5 

16 

9 

15.0 

13 

(c)  Space  requirements  for  primary  en- 
closures acquired  on  or  after  August  15, 
1990 — (1)  Guinea  pigs,  (i)  Primary  enclo- 
sures shall  be  constructed  and  main- 
tained so  as  to  provide  sufficient  space 
for  each  guinea  pig  contained  therein 
to  make  normal  postural  adjustments 
with  adequte  fireedom  of  movement. 

(11)  The  interior  height  of  any  pri- 
mary enclosure  used  to  confine  guinea 
pigs  shall  be  at  least  7  inches  (17.78 
cm). 

(ill)  Each  guinea  pig  shall  be  pro- 
vided a  minimum  amount  of  floor 
space  in  any  primary  enclosure  as  fol- 
lows: 


Minimum 

floor 

Weight  Of  stage  of  maturity  nwct 

in>  I  on* 


Weaning  to  350  grams  „.          60  387.12 

>350  grams    101     651  65 

Nursing  females  with  thair  MIers   101  661.65 

(2)  Hamsters.  (1)  Primary  enclosures 

shall  be  constructed  and  maintained  so 
as  to  provide  sufficient  space  for  each 
hamster  contained  therein  to  make 
normal  postural  adjustments  with  ade- 
quate freedom  of  movement. 

(ii>  The  interior  height  of  any  pri- 
mary enclosure  used  to  confine  ham- 
sters shall  be  at  least  6  inches  (15.24 
cm). 

(iii)  Except  as  provided  in  parairraph 
(c)(2)(iv)  of  this  section,  each  hamster 
shall  be  provided  a  minimum  amount 
of  floor  space  in  any  primary  enclosure 
as  follows: 
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wwgm 

Minlinuin  floor 
spaooporiMMi* 

9 

on 

in? 

<60 

<2.1 

10 

64.52 

60  to  80 

2  1-2.8 

13 

83.88 

80  to  100 

2.8-3.5 

16 

103.23 

>100 

>3.5 

19 

122.59 

(iv)  A  nursing  female  hamster,  to- 
gether with  her  litter,  shall  be  housed 

in  a  primary  enclosure  that  contains 
no  other  hamsters  and  that  provides  at 
least  121  square  inches  of  floor  space: 
Provided,  however.  That  in  the  case  of 
nursing  fmnale  dwarf  hamsters  aiicdi 
floor  space  shall  be  at  least  25  square 
inches. 

(8)  Innovative  primary  enclosures 

that  do  not  precisely  meet  the  space 

requirements  of  paragraph  (c)(l^  or 
(c)(2)  of  this  section,  but  that  do  pro- 
vide goinea  pigs  or  hamsters  with  a 
sufficient  volume  of  space  and  the  op- 
portunity to  express  species-typical  be- 
havior, may  be  used  at  research  facili- 
ties when  ai>proved  by  the  Institiitional 
Animal  Care  and  Use  Conmiittee,  and 
by  dealers  and  exhibitors  when  ap- 
proved by  the  Administrator. 

[32  FR  3273.  Feb.  24.  1967.  as  amended  at  55 
FR  28882,  July  16, 1980) 

Animal  Health  and  Husbandry 
Standards 

§3.29  Feeding. 

(a)  Guinea  pigs  and  hamsters  shall  be 
fed  each  day  except  as  otherwise  might 

be  required  to  provide  adequate  veteri- 
nary care.  The  food  shall  be  free  from 
contamination,  wholesome,  palatable 
and  of  safficient  quantity  and  nutritive 

value  to  meet  the  normal  daily  re- 
quirements for  the  condition  and  size 
of  the  guinea  pig  or  hamster. 

(b)  Food  comprising  the  basic  diet 

shall  be  at  least  equivalent  in  quality 
and  content  to  pelleted  rations  pro- 
duced commercially  and  commonly 
available  from  feed  suppliers. 

(c)  The  basic  diet  of  g'uinea  pis"s  and 
hamsters  may  be  supplemented  with 
good  quality  fruits  or  vegetables  con- 
sistent with  their  individoal  dietary  re- 
quirements. 

(d)  Food  receptacles,  if  used,  shall  be 
accessible  to  all  guinea  pigs  or  ham- 
sters in  a  primary  enclosure  and  shall 
be  located  so  as  to  minimize  contami- 
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nation  by  excreta.  All  food  receptacles 
shall  be  kept  clean  and  shall  be  sani- 
tized at  least  once  every  2  weeks.  If 
self-feeders  are  used  for  the  feeding  of 
pelleted  feed,  measures  must  be  taken 
to  prevent  molding,  deterloratioii  or 
caking  of  the  feed.  Hamsters  may  be 
fed  pelleted  feed  on  the  floor  of  a  pri- 
mary enclosure. 

(e)  Fruit  or  vegetable  food  supple- 
ments may  be  placed  upon  the  bedding 
within  the  primary  enclosure:  Provided, 
however.  That  the  uneaten  portion  of 
such  supplements  and  any  bedding 
soiled  as  a  result  of  such  feeding  prac- 
tices shall  be  removed  from  the  pri- 
mary enclosure  when  such  uneaten 
supplements  accumulate  or  such  bedr 
ding  becomes  soiled  to  a  degree  that 
might  be  harmful  or  uncomfortable  to 
animals  therein. 

§3.30  Watering. 

Unless  food  supplements  consumed 
by  guinea  pigs  or  hamsters  supply 
them  with  their  normal  water  require- 
ments, potable  water  shall  be  provided 
daily  except  as  might  otherwise  be  re- 
quired to  provide  adequate  veterinary 
care.  Open  containers  used  for  dis- 
pensing water  to  g-uinea  pigs  or  ham- 
sters shall  be  so  placed  in  or  attached 
to  the  primary  enclosure  as  to  mini- 
mize contamination  from  excreta.  All 
watering  receptacles  shall  be  sanitized 
when  dirty:  Provided,  however.  That 
such  receptacles  shall  be  sanitised  at 
least  once  every  2  weeks. 

§  3.31  Sanitation. 

(a)  Cleaning  and  sanitation  oj  primary 
enclosurea.  (1)  Primary  enoloeuree  ihall 

be  cleaned  and  sanitized  often  enough 
to  prevent  an  accumulation  of  excreta 
or  debris:  Provided,  however,  That  such 
enclosures  shall  be  sanitised  at  least 
once  every  2  weeks  in  the  manner  pro- 
vided in  paragraph  (aX4>  of  this  sec- 
tion. 

(2)  In  the  event  a  primary  enclosure 

becomes  soiled  or  wet  to  a  degree  that 
might  be  harmful  or  uncomfortable  to 
the  animals  therein  due  to  leakage  of 
the  watering  system,  discharges  from 
dead  or  dying  animals,  spoiled  perish- 
able foods,  or  moisture  condensation, 
the  guinea  pigs  or  hamsters  shall  be 
transferred  to  clean  primary  enclo- 
sures. 
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(8)  Prior  to  the  introduction  of  guin- 
ea pigrs  or  hamsters  into  empty  pri- 
mary enclosures  previously  occupied, 
such  enolosores  shall  be  sanitized  in 
the  manner  provided  in  paragraph 
(a)(4)  of  this  section. 

(4)  Primary  enclosures  for  guinea 
pigs  or  hamsters  shall  be  sanitized  by 
waahlng  them  with  hot  water  (180  *'F.) 
and  soap  or  deterg-ent  as  in  a  mechan- 
ical cage  washer,  or  by  washing  all 
soiled  surfaces  with  a  detergent  solu- 
tion followed  by  a  safe  and  effective 
dlBlnfectant.  or  by  cleaning  all  soiled 
surfaces  with  live  steam. 

(b)  Housekeeping.  Premises  (buildings 
and  grounds)  shall  be  kept  clean  and  in 
good  repair  in  order  to  protect  the  ani- 
mals from  injury  and  to  facilitate  the 
prescribed  husbandry  practices  set 
forth  in  this  subpart.  Premises  shall  re- 
main free  of  accumulations  of  trash. 

(c)  Pest  control.  An  effective  program 
for  the  control  of  insects, 
ectoparasites,  and  avian  and  mammii- 
llan  pests  shall  be  established  and 
maintained. 

18.82  Bn^Utgrees. 

A  sufficient  number  of  employees 
shall  be  utilized  to  maintain  the  pre- 
scribed level  of  husbandry  practices  set 
forth  in  this  subpart.  Such  practices 

shall  be  under  the  supervision  of  an 
animal  caretaker  who  has  a  back- 
ground in  animal  husbandry  or  care. 

f8^  Classilication  and  separatioii. 

Animals  housed  in  the  same  primary 
enclosure  shall  be  maintained  in  com- 
patible groups,  with  the  following  addi- 
tional restrictions: 

(a)  Except  where  harem  breeding  is 
practiced,  preweanling  guinea  pigs 
shall  not  be  housed  in  the  same  pri- 
mary enclosure  with  adults  other  than 
their  parents. 

(b)  Ooinea  pigs  shall  not  be  housed  in 
the  same  primary  enclosure  with  ham- 
sters.  nor  shall  guinea  pigs  or  hamsters 
be  housed  in  the  same  primary  enclo- 
sure with  any  other  species  of  animals. 

(c)  (Kiinea  pigs  or  hamsters  under 
quarantine  or  treatment  for  a  commu- 
nicable disease  shall  be  separated  fTom 
other  guinea  pigs  or  hamsters  and 
other  susceptible  spedes  of  animals  in 
such  a  manner  as  to  minimize  dissemi- 
nation of  such  disease. 


f8.S4  [Reserved] 

Transportation  Standards 

ATfTRORmr:  Sections  3.85  through  8.41 

issued  under  sees.  3.  5.  6.  10.  11.  14.  16.  17.  21; 
80  Stat.  353;  84  Stat.  1561.  1562,  1563,  1564;  90 
Stat.  418,  419.  420,  428;  (7  U.S.O.  2138.  2186. 
2136  .  2140  .  2141.  2144  .  2146,  2147.  2151);  87  PR 
28464.  28477,  38  FR  19141. 

§8^5    Consignments  to  CMvievs  and  In- 
termediate handlers. 

(a)  Carriers  and  intermediate  han- 
dlers shall  not  accept  any  live  guinea 
pig  or  hamster  presented  by  any  dealer, 
research  facility,  exhibitor,  operator  of 

an  auction  sale,  or  other  person,  or  any 
department,  agency,  or  instrumen- 
tality of  the  United  States  or  any 
State  or  local  govenmoit  for  shipment, 
in  commerce,  more  than  4  hours  prior 
to  the  scheduled  departure  of  the  pri- 
mary conveyance  on  which  it  is-  to  be 
transported:  Provided,  however.  That 
the  carrier  or  intermediate  handler  and 
any  dealer,  research  facility,  exhibitor, 
operator  of  an  auction  sale,  or  other 
person,  or  any  department,  agency,  or 
instrumentality  of  the  United  States 
or  any  State  or  local  government  may 
mutually  agree  to  extend  the  time  of 
acceptance  to  not  more  than  6  hours  if 
specific  prior  scheduling  of  the  animal 
shipment  to  destination  has  been 
made. 

(b)  Any  carrier  or  intermediate  han- 
dler shall  only  accept  for  transpor- 
tation or  transport,  in  commerce  any 
live  guinea  pig  or  hamster  in  a  primary 
enclosure  which  conforms  to  the  re- 
quirements set  forth  in  |3.86  of  the 
standards:  Provided,  however.  That  any 
carrier  or  intermediate  handler  may 
accept  for  transportation  or  transport, 
in  conuneroe,  any  live  guinea  pig  or 
hamster  consigned  by  any  department, 
agency,  or  instrumentality  of  the 
United  States  having  laboratory  ani- 
mal  facilities  or  eidiibiting  animals,  or 
any  licensed  or  registered  dealer,  re- 
search facility,  exhibitor,  or  operator 
of  an  auction  sale.  If  such  consignor 
furnishes  to  the  carrier  or  intermediate 
handler  a  certificate,  sigrned  by  the 
consignor,  stating  that  the  primary  en- 
closure complies  with  §3.36  of  the 
standards,  unless  such  primary  enclo- 
sure is  obviously  defective  or  damaged 
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and  it  is  apparent  that  it  cannot  rea- 
sonably be  expected  to  contain  the  live 
guinea  pig  or  hamster  without  causing 
suffering  or  injury  to  such  live  guinea 
pig  or  hamster.  A  copy  of  such  certifi- 
cate shall  accompany  the  shipment  to 
destination.  The  certificate  of  compli- 
ance sliall  Inclnde  at  least  the  fol- 
lowing information: 

(1)  Name  and  address  of  the  con- 
signor; 

(2)  The  number  of  guinea  pigs  or 
hamsters  in  the  primary  enolosureCs); 

(3)  A  certifying  statement  (e.g..  "I 

hereby  certify  that  the    (number) 

primary  enclosure(s)  which  are  used  to 
transport  the  animal(s)  in  this  flhip- 
ment  complies  f comply)  with  USDA 
standards  for  primary  enclosures  (9 
CFR  part  3).'  );  and 

(4)  The  slg^tnre  of  the  conslgnoTt 
and  date. 

(c)  Carriers  or  intermediate  handlers 
whose  facilities  fail  to  meet  the  min- 
imum temperature  allowed  by  the 
standards  may  accept  for  transpor- 
tation or  transport.  In  commerce,  any 
live  hamster  consigned  by  any  depart- 
ment, agency,  or  instrumentality  of 
the  United  States  or  of  any  State  or 
local  government,  or  by  any  person  (in- 
cluding any  licensee  or  registrant 
under  the  Act,  as  well  as  any  private 
individual)  if  the  consignor  furnishes 
to  the  carrier  or  intermediate  handler 
a  certificate  executed  by  a  veterinarian 
accredited  by  this  Department  pursu- 
ant to  part  160  of  this  title  on  a  speci- 
fied date  which  shall  not  be  more  than 
10  days  prior  to  delivery  of  such  ham- 
ster for  transportation  in  commerce, 
stating  that  such  live  hamster  Is  accli- 
matpf]  to  air  temperatures  lower  than 
those  prescribed  in  §§3.40  and  3.41.  A 
copy  of  such  certificate  shall  accom- 
pany the  shipment  to  destination.  The 
certificate  shall  include  the  following 
information: 

(1)  Name  and  addiess  of  the  con- 
signor; 

(2)  The  number  of  hamsters  in  the 

shipment; 

(3)  A  certifying  statement  (.e.g.,  'I 
hereby  certify  that  the  animaUs)  in 
this  shipment  is  (are),  to  the  best  of 
my  knowledge,  acclimated  to  air  tem- 
peratures lower  than  7.2  °C.  (45  *'F.)."); 
and 
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(4)  The  signature  of  the  USDA  ac- 
credited veterinarian,  assigned  accredi- 
tation number,  and  date. 

(d)  Carriers  and  intermediate  han- 
dlers shall  attempt  to  notify  the  con- 
signee at  least  once  in  every  6  hour  pe- 
riod foUowing  the  arrival  of  any  live 
guinea  pig  or  hamster  at  the  a^<wia.i 
holding  area  of  the  terminal  cargo  fa- 
cility. The  time,  date,  and  method  of 
each  attempted  notification  and  the 
final  notification  to  the  consignee  and 
the  name  of  the  person  notifying  the 
consignee  shall  be  recorded  on  the  copy 
of  the  shipping  doonment  retained  by 
the  carrier  or  intermediate  handler  and 
on  a  copy  of  the  shipping  doc  u ment  aO" 
companying  the  animal  shipment. 

[42  FR  31563.  June  21,  1977,  as  amended  at  43 
PR  22168,  May  16.  1978:  44  FR  63482.  Nov.  2. 
1979] 

§8416  Prunanr    enclosures    used  to 
transport  five  guinea  pigs  mmd  hou- 

sters. 

No  person  subject  to  the  Animal  Wel- 
fare regulations  shall  offer  for  trans- 
portation, or  transport,  in  commerce 
any  live  guinea  pig  or  hamster  in  a  pri- 
mary enclosure  that  does  not  conform 
to  the  following  requirements: 

(a)  Primary  enclosures,  sncflk  as  com- 
partments, transport  cages,  cartons,  or 
crates,  used  to  transi>ort  live  guinea 
pigs  or  hamsters  shall  be  constmoted 
in  such  a  manner  that  (1)  the  struc- 
tural strength  of  the  enclosure  shall  be 
sufficient  to  contain  the  live  guinea 
pigs  or  hamsters  and  to  withstand  the 
normal  rigors  of  transportation;  (2)  the 
interior  of  the  enclosure  shall  be  free 
from  any  protrusions  that  could  be  in- 
jurious to  the  live  guinea  pigs  or  ham- 
sters contained  therein;  (3)  the  inner 
surfaces  of  corrugated  fiberboard.  card- 
board, or  plastic  containers  shall  be 
covered  or  laminated  with  wire  mesh 
or  screen  where  necessary  to  prevent 
escape  of  the  animals;  (4)  the  openings 
of  such  enclosures  are  easily  accessible 
at  all  times  for  emergency  removal  of 
the  live  guinea  pigs  or  hamsters;  (5)  ex- 
cept as  provided  in  paragraph  (i)  of  this 
section,  there  are  ventilation  openings 
located  on  two  opposite  walls  of  the 
primary  enclosure  and  the  ventilation 
openings  on  each  such  wall  shall  be  at 
least  16  percent  ol  the  total  surface 
area  of  each  such  wall,  or  there  are 
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ventilation  openings  located  on  all  four 
walls  of  the  primary  enclosure  and  the 
ventilation  openings  on  each  such  wall 
sliall  be  at  least  8  percent  of  the  total 
snrfiftce  area  of  each  each  wall:  Pro- 
vided,  however.  That  at  least  one-third 
of  the  total  minimum  area  required  for 
ventilation  of  the  primary  enclosure 
BbAll  be  located  on  the  lower  one-half 
oi  the  primary  enclosure  and  at  least 
one-third  of  the  total  minimum  area 
required  for  ventilation  of  the  primary 
enclosure  shall  be  located  on  the  upper 
one-half  of  the  primary  enclosure;  (6) 
except  as  provided  in  paragraph  (i)  of 
this  section,  projecting  rims  or  other 
devices  shall  be  on  the  exterior  of  the 
outside  walls  with  any  ventilation 
openin^'^s  to  prevent  obstruction  of  the 
ventilation  openings  and  to  provide  a 
minimum  air  circulation  space  of  1.9 
centimeters  (.75  inches)  between  the 
primary  enclosure  and  any  adjacent 
cargo  or  conveyance  wall;  and  (7)  ex- 
cept as  provided  in  paragraph  (i)  of  this 
section,  adequate  handholds  or  other 
devices  for  lifting  shall  be  provided  on 
the  exterior  of  the  primary  enclosure 
to  enable  the  primary  enclosure  to  be 
lifted  without  tilting  and  to  ensure 
that  the  person  handling  the  primary 
enclosure  will  not  be  in  contact  with 
the  guinea  pigs  or  hamsters. 

(b)  Live  guinea  pigs  or  hamsters 
tranported  in  the  same  primary  enclo- 
sure shall  be  of  the  same  iqiecies  and 
maintained  in  compatible  groups. 

(c)  Primary  enclosures  used  to  trans- 
port live  guinea  pigs  or  hamsters  shall 
be  large  enough  to  ensure  that  each 
animal  contained  therein  has  sufficient 
space  to  turn  about  freely  and  to  make 
normal  postural  adjustments. 


(d)  Not  more  than  15  live  guinea  pigs 

shall  be  transported  in  the  same  pri- 
mary enclosure.  No  more  than  50  live 
hamsters  shall  be  transported  in  the 
same  primary  enclosure. 

(e)  Tn  addition  to  the  other  provisions 
of  this  section,  the  following  require- 
ments shall  also  apply  to  primary  en- 
closures used  to  transport  live  guinea 
pigs  or  hamsters: 

(1)  Guinea  pigs,  (i)  The  interior  height 
of  primary  enclosui'es  used  to  tranport 
live  guinea  pigs  weighing  up  to  500 
grams  shall  be  at  least  15.2  centimeters 
(6  inches)  and  the  interior  height  of 
primary  enclosures  used  to  transport 
live  guinea  pigs  weighing  over  500 
grams  shall  be  at  least  17.8  centimeters 
(7  inches). 

(ii)  Each  live  guinea  pig  transported 
in  a  primary  enclosure  shall  be  pro- 
vided a  minimum  amount  of  floor 
space  in  accordance  with  the  follovring 
table; 

Minimum  space  per  live  guinea  pig 


Weight  (grams) 

Square 
centi- 
fneters 

Square 
kndies 

Up  to  ^tS^^ 

i93M 

30 

3S0to600   

290.3 

45 

Over  600  

354.8 

55 

(2)  Hamsters,  fi)  The  interior  height  of 
primary  enclosures  used  to  transport 
live  hamsters  shall  be  at  least  15.2  cen- 
timeters (6  inches)  except  that  in  the 
case  of  dwarf  hamsters  such  interior 
height  shall  be  at  least  12.7  centimeters 
(5  inches). 

(ii)  Bach  live  hamster  transported  in 
a  primary  enclosure  shall  be  provided  a 
minimum  amount  of  floor  space  in  ac- 
cordance with  the  following  table: 


Minimum  space  per  live  hamster 


A0» 

D«nrf 

Ofter 

Square 
eanti- 
malem 

Square 
inches 

Square 
centt- 
inalws 

Square 

inches 

5  to  10  wks  

32.2 
48.3 
58  1 

50 

7.5 
9.0 

452 
71.0 
96.8 

7 
11 
15 

Over  1 0  wks 

• 

(f)  Primary  enclosures  used  to  trans-  ment  and  shall  be  cleaned  and  sanitized 

port  live  guinea  pigs  or  hamsters  as  in  a  manner  prescribed  in  §3.31  of  the 

provided  In  this  section  shall  have  solid  standards.  If  previously  used.  Such  pri- 

bottoms  to  prevent  leakage  in  ship-  mary  enclosures  shall  contain  clean 
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litter  of  a  suitable  absorbent  material, 
which  is  safe  and  nontoxic  to  the  guin- 
ea pigs  or  hamsters,  In  sufficieiit  qnaa- 
tity  to  absorb  and  cover  excreta,  unless 
the  guinea  pigs  or  hamsters  are  on  wire 
or  other  nonsolid  floors. 

(g)  Primary  enclosures  used  to  trans- 
port live  guinea  pigs  or  hamsters,  ex- 
cept where  such  primary  enclosures  are 
permanently  affixed  in  the  animal 
cargo  space  of  the  primary  conveyance, 
shall  be  clearly  marked  on  top  and  on 
one  or  more  sides  with  the  words  "Live 
Animals  '  in  letters  not  less  than  2.5 
centimeters  (1  inch)  in  height,  and  with 
arrows  or  other  markings,  to  indicate 
thp  correct  upright  position  of  the  con- 
tainer. 

(h)  Documents  accompansring  the 
shipment  shall  be  attached  in  an  easily 
accessible  manner  to  the  outside  of  a 
primary  enclosure  which  is  part  of  such 
shipment. 

(i)  When  a  primary  enclosure  is  per- 
manently affixed  within  the  animal 
cargo  space  of  the  primary  conveyance 
so  that  the  front  opening  is  the  only 
source  of  ventilation  for  such  primary 
enclosure,  the  front  opening  shall  open 
directly  to  the  outside  or  to  an  unob- 
Btmcted  aisle  or  passageway  wildiin  the 
primary  conveyance.  Such  front  ven- 
tilation opening  shall  be  at  least  90 
percent  of  the  total  surface  area  of  the 
front  wall  of  the  primary  enclosure  and 
covered  with  bars,  wire  mesh  or 
smooth  expanded  metal. 

[42  FR  31563.  June  21,  1977.  as  amended  at  43 
FR  21163.  May  16.  1978;  55  FR  28882,  July  16, 
1960] 

§3.37   Primary  conveyances  (motor  ve- 
hicle, rail»  air,  and  marine). 

(a)  The  animal  cargo  space  of  pri- 
mary conveyances  used  in  tran.sporting 
live  guinea  pigs  and  iiamsters  shall  be 
designed  and  constructed  to  protect 
the  health,  and  ensure  the  safety  and 
comfort  of  the  live  guinea  plS3  and 
hamsters  at  all  times. 

(b)  The  animal  cargo  space  shall  be 
constructed  and  maintained  in  a  man- 
ner to  prevent  the  ingress  of  engine  ex- 
haust fumes  and  gases  from  the  pri- 
mary conveyance  during  transpor- 
tation in  commerce. 

(c)  No  live  guinea  pig  or  hamster 
shall  be  placed  in  an  animal  cargo 
qjiace  that  does  not  have  a  supply  of  air 


sufficient  for  normal  breathing  for 
each  live  animal  contained  therein, 
and  the  primary  enclosures  shall  be  po- 
sitioned in  the  animal  cargo  space  in 
such  a  manner  that  each  live  guinea 
pig  or  hamster  has  access  to  sufficient 
air  for  normal  breathing. 

(d>  Primary  enclosures  shall  be  posi- 
tioned in  the  primary  conveyance  in 
such  a  manner  that  in  an  emergency 
the  live  guinea  pigs  or  hamsters  can  be 
removed  from  the  primary  conveyance 
as  soon  as  possible. 

(e)  The  interior  of  the  animal  cargo 
space  shall  be  kept  clean. 

(f)  Live  guinea  pigs  and  hamsters 
shall  not  be  transported  with  any  ma- 
terial, substance  (e.g.,  dry  ice)  or  de- 
vice which  may  reasonably  be  expected 
to  be  injurious  to  the  health  and  well- 
belne-  of  the  guinea  pigs  and  hamsters 
unless  proper  precaution  is  taken  to 
prevent  such  injury. 

(g)  The  animal  cargo  sp.ice  of  pri- 
mary conveyances  used  to  transport 
guinea  pigs  or  hamsters  shall  be  me- 
chanically sound  and  provide  freih  air 
by  means  of  windows,  doors,  vents,  or 
air  conditioning  so  as  to  minimize 
drafts,  odors,  and  moisture  condensa- 
tion. Auxiliary  ventilation,  such  as 
fans,  blowers,  or  air  conditioners,  shall 
be  used  in  any  cargo  space  containing 
live  guinea  pigs  or  hamsters  when  the 
ambient  temperature  in  the  animal 
cargo  space  is  75  ''F  (23.9  or  higher. 
The  ambient  temj;>erature  within  the 
animal  cargo  space  shall  not  exceed  85 
•P  (29.5  ^C)  or  fall  below  45  °F  (7.2  «»0). 
except  that  the  ambient  temperature 
in  the  cargo  space  may  be  below  45  °F 
(7.2  "C)  for  hamsters  if  the  hamstm  are 
accompanied  by  a  certificate  of  aooll- 
mation  to  lower  temperatures,  as  pro- 
vided in  § 3.35(c)  of  this  part. 

[42  FR  31563,  June  21.  1977,  as  amended  at  55 
FR  28882.  July  16. 1990] 

§  3.38    Food  and  water  requirements. 

(a)  If  live  guinea  pigs  or  hamsters  are 
to  be  transported  for  a  poiod  of  more 
than  6  hours,  the  animals  shall  have 
access  to  food  and  water  or  a  type  of 
food,  which  provides  the  requirements 
for  fbod  and  water  in  quantity  sad 
quality  sufficient  to  satisfy  their  food 
and  water  needs,  during  transit. 

(b)  Any  dealer,  research  facility,  ex- 
hibitor or  operator  of  an  auction  sale 
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offeiing  any  live  guinea  pig  or  hamster 

to  any  carrier  or  intermediate  handler 
for  transportation,  in  commerce,  shall 
provide  an  adequate  supply  of  food  or 
type  of  food,  which  provides  the  re- 
quirements for  food  and  water,  within 
the  primary  enclosure  to  meet  the  re- 
quirements of  this  section. 

(c)  No  carrier  or  intermediate  han- 
dler shall  accept  for  transportation,  in 
commerce,  any  live  guinea  pig  or  ham- 
ster without  an  adequate  supply  of  food 
or  type  of  food,  which  provides  the  re- 
quirements for  food  and  water,  within 
the  primary  enclosure  to  meet  the  re- 
quirements of  this  section. 

[42  FR  31^.  June  21, 1977] 

iSM  Can  in  transit. 

(a)  During  surface  transportation,  it 
shall  he  the  responsibility  of  the  driver 
or  other  employee  to  visually  observe 
the  live  guinea  pigs  or  hamsters  as  fre- 
quently as  circumstances  may  dictate, 
hut  not  less  than  once  every  4  hours,  to 
assure  that  they  are  receiving  suffi- 
cient air  for  normal  breathing,  their 
ambient  temperatures  are  within  the 
prescribed  limits,  all  Other  applicable 
standards  are  being:  complied  with  and 
to  determine  whether  any  of  the  live 
guinea  pigs  or  hamsters  are  in  obvious 
phjrslcal  distress  and  to  provide  any 
needed  veterinary  care  as  soon  as  pos- 
sible. When  transported  by  air,  live 
guinea  pigs  and  hamsters  ttbalL  be  vis- 
ually observed  by  the  carrier  as  fte- 
quently  as  circumstances  may  dictate, 
but  not  less  than  once  every  4  hours,  if 
the  animal  cargo  space  is  accessible 
during  flight.  If  the  animal  cargo  space 
is  not  accessible  during-  flig-ht,  the  car- 
rier shall  visually  observe  the  live 
guinea  pigs  or  hamsters  whenever  load- 
ed and  unloaded  and  whenever  the  ani- 
mal cargo  space  is  otherwise  accessible 
to  assure  that  they  are  receiving  suffi- 
cient air  for  normal  breathing:,  their 
ambient  temperatures  are  within  the 
prescribed  limits,  all  other  applicable 
standards  are  being  complied  with  and 
to  determine  whether  any  such  live 
guinea  pigs  or  hamsters  are  in  obvious 
physical  distress.  The  carrier  shall  pro- 
vide any  needed  veterinary  care  as 
soon  as  possible.  No  guinea  pig  or  ham- 
ster tn  obvious  phsrslcal  distress  shall 
be  transported  In  commerce. 


(b)  During  the  course  of  transpor- 
tation, in  commerce,  live  guinea  pigs 
or  hamsters  shall  not  be  removed  from 
their  primary  enclosures  unless  placed 
in  other  primary  enclosures  or  facili- 
ties oonformine  to  the  requirements 
provided  In  this  subpart. 

[42  FR  31563,  June  21, 1977] 

§8,40  Terminri  facilities. 

No  person  subject  to  the  Animal  Wel- 
fare regulations  shall  commingle  ship- 
ments of  live  guinea  pigs  or  hamsters 
with  inanimate  cargo.  All  animal  hold- 
ing areas  of  a  terminal  facility  where 
shipments  of  live  guinea  pigs  or  ham- 
sters are  maintained  shall  be  cleaned 
and  sanitized  as  prescribed  in  §3.31  of 
the  standards  often  enough  to  prevent 
an  accumulation  of  debris  or  excreta, 
to  minimize  vermin  infestation,  and  to 
prevent  a  disease  hazard.  An  effective 
program  for  the  control  of  insects, 
ectoparasites,  and  avian  and  mamma- 
lian pests  shall  be  established  and 
maintained  for  all  animal  holding 
areas.  Any  animal  holding  area  con- 
taining live  guinea  pigs  or  hamsters 
shall  be  provided  with  firesh  air  by 
means  of  windows,  doors,  vents,  or  air 
conditioning  and  may  be  ventilated  or 
air  circulated  by  means  of  fans,  blow- 
ers, or  an  air  conditioning  system  so  as 
to  niinimize  (lr:ifts.  odors,  and  moisture 
condensation.  Auxiliary  ventilation, 
such  as  exhaust  fans  and  vents  or  fiems 
or  blowers  or  air  conditioning  shall  be 
used  for  any  animal  holding  area  con- 
taining live  guinea  pigs  and  hamsters 
when  the  air  temperature  within  such 
animal  holding  area  is  23.9  (75.  **F.) 
or  higher.  The  air  temperature  around 
any  live  guinea  pig  or  hamster  in  any 
animal  holding  area  shall  not  be  al- 
lowed to  fitU  below  7.2  °C.  (45  °F.)  nor  be 
allowed  to  exceed  29.5  'C.  (85  "F.)  at  any 
time.  To  ascertain  compliance  with  the 
provisions  of  this  paragraph,  the  air 
temperature  around  any  live  guinea  pig 
or  hamster  shall  be  measured  and  read 
outside  the  primary  enclosure  which 
contains  such  guinea  pig  or  hamster  at 
a  distance  not  to  exceed  .91  meters  (3 
feet)  from  any  one  of  the  external  walls 
of  the  primary  enclosure  and  measured 
on  a  level  parallel  to  the  bottom  of 
such  pilmary  enclosure  at  a  point 
which  approximates  half  the  distance 
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between  the  top  and  bottom  of  sucli 

primary  enclosure. 

1:43  FB  56215.  Dec.  1,  1978.  as  amended  at  55 
FR  28883.  July  16. 1960] 

§3.41  Hmdliiig. 

(a)  Any  person  who  is  subject  to  the 
Animal  Welfare  regulations  and  who 
moves  live  ffuinea  pigrs  or  hamsters 
from  an  animal  holdiziff  area  of  a  ter- 
minal facility  to  a  primary  conveyance 
or  vice  versa  shall  do  so  as  quickly  and 
efficiently  as  i>ossible.  Any  person  sub> 
Ject  to  the  Animal  Welfeure  Act  and 
holding  any  live  guinea  pig  or  hamster 
in  an  animal  holding  area  of  a  terminal 
facility  or  transporting-  any  live  guinea 
pig  or  hamster  to  or  from  a  terminal 
fiEbcllity  shall  provide  the  foUowingr: 

(1)  Shelter  from  surUUfht.  When  sun- 
light is  likely  to  cause  overheating  or 
discomfort,  sufficient  shade  shall  be 
provided  to  protect  the  live  guinea  pigs 
and  hamsters  from  the  direct  rays  of 
the  sun  and  such  live  guinea  pigs  or 
hamsters  shall  not  be  subjected  to  sur- 
rounding air  temperatures  which  ex- 
ceed 29.5  "C.  (85  ''F.),  and  which  shall  be 
measured  and  read  in  the  manner  pre- 
scribed §3.40  of  this  part,  for  a  period  of 
more  than  45  minutes. 

(2)  Shelter  from  rain  or  snow.  Live 
guinea  pigs  and  hamsters  shall  be  pro- 
vided protection  to  allow  them  to  re- 
main dry  during  rain  or  snow. 

(3)  Shelter  from  cold  weather.  Trans- 
porting devices  shall  be  covered  to  pro- 
vide protection  for  live  guinea  pigs  and 
hamsters  when  the  outdoor  air  tem- 
perature falls  below  10  °C.  (50  'F. ).  and 
such  live  guinea  pigs  and  hamsters 
shall  not  be  subjected  to  surrounding 
air  temperatures  whi«  li  f  ill  below  7.5 
°C.  (45  °F.),  and  which  shall  be  meas- 
ured and  read  in  the  manner  prescribed 
in  §3.40  of  this  part,  for  a  period  of 
more  than  45  minutes. 

(b)  Care  shall  be  exercised  to  avoid 
handling  of  the  primary  enclosure  in 
such  a  manner  that  may  cause  physical 
or  emotional  trauma  to  the  live  guinea 
pig  or  hamster  contained  therein. 

(c)  Primary  enclosures  used  to  trans- 
port any  live  guinea  pig  or  hamster 
shall  not  be  tossed,  dropped,  or  need- 
lessly tilted  and  shall  not  be  stacked  in 


a  mamier  which  may  reasonably  be  ex- 
pected to  result  in  iheir  falling. 

[43  FR  21163,  May  16.  1978,  as  amended  at  43 
FR  S6216.  Deo.  1.  1878;  55  FR  28888.  July  16. 
1886] 


Subpart  C— Specifications  for  ttio 
Humane  Handling,  Care, 
iiiHJiiiMNii  ana  iraniponcHiOri 
ofRobbils 

Faciuties  and  Operating  Standards 

«8.S0  FadUlie^gMMraL 

(a)  Structural  strength.  Indoor  and 
outdoor  housing  facilities  for  rabbits 
shall  be  structurally  sound  and  shall  be 
maintained  in  good  repair,  to  protect 
the  animals  from  injury,  to  contain  the 
animals,  and  to  restrict  the  entrance  of 
other  animals. 

(b)  Water  and  electric  power.  B^HUMa 
and  adequate  electric  power,  if  re- 
quired to  comply  with  other  provisions 
of  this  subpart,  and  adequate  potable 
water  shall  be  available. 

(c)  Storage.  SuntUes  of  food  and  bed- 
ding shall  be  stored  in  facilities  which 
adequately  protect  such  supplies 
against  Infestation  or  contamination 
by  vermin.  Refrigeration  shall  be  pro- 
vided for  supplies  of  perishable  food. 

(d)  Waste  disposal.  Provision  shall  be 
made  for  the  removal  and  disposal  of 
animal  and  food  wastes,  bedding,  dead 
animals,  and  debris.  Di.sposal  facilities 
shall  be  so  provided  and  operated  as  to 
minimize  vermin  infestation,  odors, 
and  disease  hazards. 

<e)  Washroom  and  sinks.  Facilities, 
such  as  washrooms,  basins,  or  sinks, 
shall  be  provided  to  maintain  cleanli- 
ness among  animal  caretakers. 

[32  FR  3278,  Feb.  24,  1867.  as  amended  at  44 
FR  68482,  Nov.  2. 1879] 

f  8JI1  Fa«ilitiee,  indoor. 

(a)  Heating.  Indoor  housing  facilities 
for  rabbits  need  not  be  heated. 

(b)  Ventilation.  Indoor  housing  facili- 
ties for  rabbits  shall  be  adequately  ven- 
tilated to  provide  for  the  health  and 
comfort  of  the  animals  at  all  times. 
Such  facilities  shall  be  provided  with 
fresh  air  either  by  means  of  windows, 
doors,  vents,  or  air  conditioning  and 
shall  be  ventilated  so  as  to  miwiinise 
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drafts,  odors,  and  moisture  condenaa^ 
tion.  Auxiliary  ventilation,  such  as  ex- 
haust fans  and  vents  or  air  condi> 
tioning,  shall  be  provided  when  the  am- 
bient temperature  is  85  °F.  or  higher. 

(c)  Lighting.  Indoor  housing  facilities 
for  rabbits  shall  have  ample  light,  by 
natural  or  artificial  means,  or  both,  of 
good  quality  and  well  distributed.  Such 
lighting  shall  provide  uniformly  dis- 
tributed illumination  of  sufficient 
light  intensity  to  permit  routine  in- 
spection and  cleaning  during  the  entire 
working  period.  Primary  enclosures 
shall  be  so  placed  as  to  protect  the  rab- 
bits from  excessive  illumination. 

(d)  Interior  surfaces.  The  interior 
building  surfaces  of  indoor  housing  fa- 
cilities shall  be  constructed  and  main- 
tained so  that  they  are  substantially 
lmpervioii8  to  moisture  and  may  be 
readily  sanitized. 

§3.52   Facilities,  outdoor. 

(a>  Shelter  from  sunlight.  When  sun- 
light is  likely  to  cause  overheating  or 

discomfort,  sufficient  shade  shall  be 
provided  to  allow  all  rabbits  kept  out- 
doors to  protect  themselves  from  the 
direct  rays  of  the  sim.  \¥hen  the  atmos- 
pheric temperature  exceeds  90  °F.  arti- 
ficial cooling  shall  be  provided  by  a 
sprinkler  system  or  other  means. 

(b)  Shelter  from  rain  or  snow.  Rabbits 
kept  outdoors  shall  be  provided  with 
access  to  shelter  to  allow  them  to  re- 
main dry  during  rain  or  snow. 

(c)  Shelter  from  cold  weather.  Shelter 
shall  be  provided  for  all  rabbits  kept 
outdoors  when  the  atmospheric  tem- 
perature falls  below  40  °F. 

(d)  Protection  from  predators.  Outdoor 
housing  facilities  for  rabbits  shall  be 
fenced  or  otherwise  enclosed  tO  mini- 
mize the  entrance  of  predators. 

(e)  Drainage.  A  suitable  method  shall 
be  provided  to  rapidly  eliminate  excess 
water. 


fSJ3 

All  primary  enclosures  for  rabbits 
shall  conform  to  the  following  require- 
ments: 

(a)  General.  (1)  Primary  enclosures 
shall  be  structuiully  sound  and  main- 
tained in  good  repair  to  protect  the 
i-abbits  from  injui-y.  to  contain  them, 
and  to  keep  predators  out. 


i2i  Primary  enclosures  shall  be  con- 
structed and  maintained  so  as  to  en- 
able the  rabbits  to  remain  dry  and 
clean. 

(3)  Primary  enclosures  shall  be  con- 
structed and  maintained  so  that  the 
rabbits  contained  therein  have  conven- 
ient access  to  clean  food  and  water  as 
required  in  this  subpart. 

(4)  The  floors  of  the  primary  enclo- 
sures shall  be  constructed  so  as  to  pro- 
tect the  rabbits*  feet  and  legs  fh>m  in- 
jury. Litter  shall  be  provided  in  all  pri- 
mary enclosures  having  solid  floors. 

(5)  A  suitable  nest  box  containing 
clean  nesting  material  shall  be  pro- 
vided in  each  primary  enclosure  hous- 
ing a  female  with  a  litter  less  than  one 
month  of  age. 

(b)  Space  retpiirements  for  primary  en- 
closures  acquired  before  August  15,  1990. 
Primary  enclosures  shall  be  con- 
structed and  maintained  so  as  to  pro- 
vide sufficient  space  for  the  animal  to 
make  normal  postural  adjustments 
with  adequate  freedom  of  movement. 
Each  rabbit  housed  in  a  primary  enclo- 
sure shall  be  provided  a  minimum 
amount  of  floor  space,  exclusive  of  the 
space  taken  up  by  food  and  water  re- 
ceptacles, in  accordance  with  the  fol- 
lowing table: 


Catagoiy 


Groups   

MMdwd  adulto 

Nursing  females 


Iraivkjual  weights 
(pounds) 


3  through  5  . 
6  through  8  . 
Sormoni  ... 
3  tlwouBh  5  • 
6ttiRNigh8. 
9  through  11 
12  or  more  . 
3  throug^^  5  . 
6  through  8  . 
9  through  11 
12  or  mom  . 


Minimum 
space  per 
rabtort 
(square 
irKhes) 


144 
288 
432 
180 
360 
S40 
720 
576 
720 
864 
1080 


(c)  Sjxice  requirements  for  primary  en- 
closures acquired  on  or  after  August  15, 
2990.  (1)  Primary  enclosures  shall  be 
constructed  and  maintained  so  as  to 
provide  sufficient  space  for  the  animal 
to  make  normal  postural  adjustments 
with  adequate  f^edom  of  movement. 

(2)  Each  rabbit  housed  in  a  primary 
enclosure  shall  be  provided  a  minimum 
amount  of  floor  space,  exclusive  of  the 
space  taken  up  by  food  and  water  re- 
ceptacles, in  accordance  with  the  fol- 
lowing table: 
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MMdualwsighlB 

MHRIIIUIII  RHMIUI  IMiyil 

lbs 

fflP 

cm 

In 

IndMdMl  nbbili  (wmiwJ)  

<2 
2-4 
4-6.4 
>6.4 

<4.4 

4.4-6.8 
8.8-11.9 
>11.9 

0.14 
0.28 
0.37 
0.46 

1.5 

3.0 
4.0 
S.0 

35.56 

35.56 
35.56 
35.56 

14 
14 
14 
14 

Weight  of  nursing  female 

fwlmimum  floor  space/fe- 
male &  litter 

Mmimurn  interior  height 

kg 

lbs 

cm 

in 

ft2 

<2 
2-4 
4-6.4 
>&4 

<4  -1 
4.4-6.6 
6.6-11  J 
>11.9 

0.37 
0.46 
0.56 
0.70 

40 
5.0 
6.0 
7.5 

35  56 
36.56 
3SJ6 
35J6 

14 
14 
14 
14 

(3;  Innovative  primary  enclosures 
thAt  do  not  preoisely  meet  the  space 

requirements  of  paragraph  (c  )(2)  of  this 
section,  but  that  do  provide  rabbits 
with  a  sufficient  volume  of  space  and 
the  opportnnlty  to  express  species-tsrp- 
ioal  behavior,  may  be  used  at  research 
facilities  when  approved  by  the  Institu- 
tional Animal  Care  and  Use  Com- 
mittee, and  by  dealers  and  ezhihitors 
when  approved  by  the  Administrator. 

[32  FR  3273.  Feb.  24,  1M7,  as  amended  at  65 
FB  28883.  July  16.  IMO] 

Animal  Health  and  Husbandry 
Standards 

§SM  Feediiig. 

(a)  Rabbits  shall  be  fed  at  least  once 
each  day  except  as  otherwise  might  be 
required  to  provide  adequate  veteri- 
nary caie.  The  food  shall  be  free  from 
contamination,  wholesome,  palatable 
and  of  sufficient  quantity  and  nutritive 
value  to  meet  the  normal  daily  re- 
quirements for  the  condition  and  size 
of  the  rabbit. 

fb)  Food  receptacles  shall  be  acces- 
sible 1,0  all  rabbits  in  a  primary  enclo- 
sure and  shall  be  located  so  as  to  mini- 
mize contamination  by  excreta.  All 
food  receptacles  shall  be  kept  clean 
and  sanitized  at  least  once  every  2 
weeks.  If  self  feeders  are  used  for  the 
feeding  of  dry  feed,  measures  must  be 
taken  to  prevent  molding,  deteriora- 
tiou  or  caking  of  the  feed. 

fSJSS  Watering. 

Sufficient  potable  water  shall  be  pro- 
vided dally  except  as  might  otherwise 
be  required  to  provide-  adequate  veteri- 


nary care.  All  watering  receptacles 
shall  be  sanitized  when  dirty:  Provided, 
however.  That  such  receptacles  shall  be 
sanitized  at  least  once  every  2  weeks. 

(a)  Cleanina  of  primary  enclosures.  (1) 

Primary  enclosures  shall  be  kept  rea- 
sonably free  of  excreta,  hair,  cobwebs 
and  other  debris  by  periodic  cleaning. 
Measures  shall  be  taken  to  jirevent  the 
wetting  of  rabbits  in  such  endosnrea  if 
a  washing  process  is  used. 

(2)  In  primary  enclosures  equipped 
with  solid  floors,  soiled  litter  shall  be 
removed  and  replaced  with  dean  litter 
at  least  once  each  week. 

(3)  If  primary  enclosures  are  equipped 
with  wire  or  mesh  floors,  the  troughs 
or  pans  under  such  enclosures  shall  be 
cleaned  at  least  once  each  week.  If 
worm  bins  are  used  under  such  enclo- 
sures they  shall  be  maintained  in  a 
sanitary  condition. 

(b)  Sanitizatinn  of  primary  enclosures. 
(1)  Primary  enclosures  for  rabbits  shall 
be  sanitized  at  least  once  every  30  dasrs 
in  the  manner  provided  in  paragtaplh 
(b)(3)  of  this  section. 

(2)  Prior  to  the  introduction  of  rab- 
bits into  empty  primary  enclosnres 
previously  occupied,  such  enclosures 
shall  be  sanitized  in  the  manner  pro- 
vided in  paragraph  (b)(3)  of  this  sec- 
tion. 

(3)  Primary  enclosures  for  rabbits 
shall  be  sanitized  by  washing  them 
with  hot  water  (180  "F.)  and  soap  or  de- 
tergent as  in  a  mechanical  cage  washr 

er.  or  by  washing  all  soiled  surfaces 

with  a  detergent  solution  followed  by  a 
safe  and  effective  disinfectant,  or  by 
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deaning  all  soiled  snrfitoes  with  live 

steam  or  flame. 

(c)  Housekeeping.  Premises  (buildings 
and  grounds)  shall  be  kept  clean  and  in 
good  repair  in  order  to  protect  the  ani- 
mals from  injury  and  to  facilitate  the 
prescribed  husbandry  practices  set 
forth  in  this  subpai  I.  Premises  shall  re- 
main free  of  accumulations  of  tnah. 

(d)  Pesf  control.  An  effective  program 
for  the  control  of  insects, 
ectoparasites,  and  avian  and  mamma- 
lian pests  shall  be  established  and 
maintained. 

fS^7  Bmi^oyeee. 

A  sufficient  number  of  employees 

shall  be  utilized  to  maintain  the  pre- 
scribed level  of  husbandry  practices  set 
forth  in  this  subpart.  Such  practices 
shall  be  under  the  supervision  of  an 
animal  caretaker  who  has  a  back- 
ground in  animal  husbandry  or  care. 

§8«S8  CSIaasilloaAioii  and  eepamticm. 

Animals  housed  in  the  same  primary 

enclosure  shall  be  maintained  In  com- 
patible groups,  with  the  following  addi- 
tional restrictions: 

(a)  Rabbits  shall  not  be  housed  in  the 
same  primary  enclosure  with  any  other 
species  of  animals  unless  required  for 
scientific  reasons. 

(b)  Rabbits  under  quarantine  or 
treatment  for  a  communicable  disease 
shall  be  separated  from  other  rabbits 
and  otiier  susceptible  species  of  ani- 

malB  in  such  a  manner  as  to  minimize 
dissemination  of  such  disease. 

iSM  [BeMmdl 

Transpoktation  Standards 

AFFHority:  Sections  3.60  thiough  3.66 
issued  under  sees.  3.  5.  6.  K).  11.  14,  16,  17.  21: 
80  Stat.  353:  84  Stat.  1561.  1562.  1563.  1564:  90 
Stat.  418.  420.  423  (7  U.S.C.  2133.  2135.  2136. 
2140.  2141,  2144.  2146,  2147.  2151);  37  FR  28464. 
28477,  38  FR  19141. 

Source:  Sections  3.60  through  3.66  appear 
at  42  FR  31566,  June  21. 1977.  unless  oUmrwise 
noted. 

§3.60    Consignments  to  careleira  and 

tennediate  handlers. 

(a")  Cariiers  and  intermediate  han- 
dlers shall  not  accept  any  live  rabbit 
presented  by  any  dealer,  research  facu- 
lty, exhibitor,  operator  of  an  auction 


sale,  or  other  person,  or  any  depart- 
ment, agency,  or  instrumentality  of 
the  United  States  or  any  State  or  local 
government  for  shipment,  in  com- 
merce, more  than  4  hours  prior  to  the 
scheduled  departure  of  the  primary 
conveyance  on  which  it  Is  to  be  trans- 
ported: Provided,  however,  That  the  car- 
rier or  intermediate  handler  and  any 
dealer,  research  fscllitgr,  eadiibitor,  op- 
erator of  an  auction  sale,  or  other  per- 
son, or  any  department,  agency,  or  in- 
strumentality of  the  United  States  or 
any  State  or  local  government  may 
mutually  aprree  to  extend  the  time  of 
acceptance  to  not  more  than  6  hours  if 
specific  prior  scheduling  of  the  animal 
shipment  to  destination  has  been 
made. 

(b)  Any  carrier  or  intermediate  han- 
dier shall  only  accept  for  transpor- 
tation or  transport,  in  commerce,  any 
live  rabbit  In  a  primary  enclosure 
which  conforms  to  the  requirements 
set  forth  in  §3.61  of  the  standards:  Pro- 
vided, however.  That  any  carrier  or  in- 
termediate handler  may  accept  for 
transportation  or  transport,  in  com- 
merce, any  live  rabbit  consigned  by 
any  department,  agency,  or  instrumen- 
tality of  the  United  States  having  lab- 
oratory animal  facilities  or  exhibiting 
animals  or  any  licensed  or  reg-istered 
dealer,  research  facility,  exhibitor,  or 
operator  of  any  auction  sale,  if  such 
consignor  furnishes  to  the  carrier  or 
Intermediate  handler  a  certificate, 
signed  by  the  consignor,  stating  that 
the  primary  enclosure  complies  with 
§3.61  of  the  standards,  unless  such  pri- 
mary enclosure  is  obviously  defective 
or  damaged  and  it  is  apparent  that  it 
cannot  reasonably  be  expected  to  con- 
tain the  live  rabbit  without  causing 
suffering  or  injury  to  such  live  rabbit. 
A  copy  of  such  certificate  shall  accom- 
pany the  shipment  to  destination.  The 
certificate  shall  include  at  least  the 
following  information: 

(1)  Name  and  address  of  the  con- 
signor; 

(2)  Tlie  number  of  rabbits  in  the  pri- 
mary endosureCs); 

(3)  A  certifying  statement  (e.g.,  "I 

hereby  certify  that  the    (number) 

primary  enclosure(s)  which  are  used  to 
transport  the  animalCa)  in  this  ship- 
ment complies  (comidy)  with  USDA 
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standards  for  primary  enclosures  (9 
CFR  part  8).");  and 
(4)  The  signature  of  the  consignor, 

and  date. 

(c)  Carriers  or  intormediate  handlers 
whose  facilities  laii  to  meet  the  min- 
imum temperature  allowed  by  the 
standards  may  accept  for  transpcnv 
tation  or  transport,  in  commerce,  any 
live  rabbit  consigned  by  any  depart- 
ment, agency,  or  instrumentality  of 
the  United  States  or  of  any  State  or 
local  g-overnment,  or  by  any  person  (in- 
cluding- any  licensee  or  registrant 
under  the  Act,  as  well  as  any  private 
individual)  if  the  consignor  famishes 
to  the  caiTier  or  intermediate  handler 
a  certificate  executed  by  a  veterinarian 
accredited  by  this  Department  pursu- 
ant to  part  160  of  this  title  on  a  speci- 
fied date  which  shall  not  be  more  than 
10  days  prior  to  delivery  of  such  rabbit 
for  transportation  in  commerce,  stat- 
ing that  such  live  rabbit  is  acclimated 
to  air  temperatures  lower  than  those 
prescribed  In  H3.65  and  3.66.  A  copy  of 
such  certificate  shall  accompany  the 
shipment  to  destination.  The  certifi- 
cate shall  include  at  least  the  fol- 
lowing information: 

(1)  Name  and  address  of  the  con- 
signor: 

(2)  The  number  of  rabbits  in  the  ship- 
ment; 

(3)  A  certifying  statement  (e.g.,  "I 
hereby  certify  that  the  animaKs)  in 

this  shipment  is  (are),  to  the  best  of 
my  knowledge,  acclimated  to  air  tem- 
peratures lower  than  7.2  C.  c45  F.).)"; 
and 

(4)  The  signature  of  the  USDA  ac- 
credited veterinarian,  assigned  accredi- 
tation number,  and  date. 

(.d)  Carriers  and  intermediate  han- 
dlers shall  attempt  to  notify  the  con- 
signee at  least  once  in  every  6  hour  pe- 
riod following  the  arrival  of  any  live 
rabbit  at  the  animal  holding  area  of 
the  terminal  cargo  facility.  The  time, 
date,  and  method  of  each  attempted 
notification  and  the  final  notification 
to  the  consignee  and  the  name  of  the 
person  notifying  the  consignee  shall  be 
recorded  on  the  copy  of  the  shipping 
document  retained  by  the  oarrlw  or  in- 
termediate handler  and  on  a  copy  of 


9  CFR  Ch.  I  (1-1-03  EdHIOlO 

the  shipping  document  accompanying 
the  animal  shipment. 

[42  FR  31565.  June  21.  1977,  as  amended  at  43 
FR  21184,  May  18,  1978;  44  FR  68498.  Nov.  2, 
1979] 

iSMl  Pkimaiy    endoenree    used  to 
transport  five  rabbits. 

No  person  subject  to  the  Animal  Wel- 
fare regulations  shall  offer  for  trans- 
portation or  transport  in  commerce 
any  live  rabbit  in  a  primary  enclosure 
that  does  not  conform  to  the  following 
requircmriits: 

(a)  Primary  enclosures,  such  as  com- 
partments, transport  cages,  cartons,  or 
crates,  used  to  transport  live  rabbits 
shall  be  constructed  In  such  a  manner 
that: 

(1)  The  Btnotural  strength  of  the  en- 
closure shall  be  sufficient  to  contain 
the  live  rabbits  and  to  withstand  the 
normal  rigors  of  transportation; 

(2)  The  interior  of  the  enclosure  shall 
be  free  from  any  protrusions  that  oonld 
be  injurious  to  the  live  rabbits  con- 
tained therein: 

(3)  The  openings  of  such  enclosures 
are  easily  accessible  at  all  times  for 

emctTTPncy  removal  of  the  live  rabbits: 

(4)  Except  as  provided  in  paragraph 
(h)  of  this  section,  there  are  ventila- 
tion openings  located  on  two  opposite 
walls  of  the  primary  enclosure  and  the 
ventilation  openings  on  each  such  wall 
shall  be  at  least  16  percent  of  the  total 
surface  area  of  each  such  wall,  or  there 
are  ventilation  openings  located  on  all 
four  walls  of  the  primai  y  enclosui  e  and 
the  ventilation  openings  on  each  such 
wall  shall  be  at  least  8  percent  of  the 
total  surface  area  of  each  such  wall: 
Provided,  hou-ever,  That  at  least  one- 
third  of  the  total  minimum  area  re- 
quired for  ventilation  of  the  primary 
enclosure  shall  be  located  on  the  lower 
one-half  of  the  primary  enclosure  and 
at  least  one-third  of  the  total  min- 
imum area  required  for  ▼entllatton  of 
the  primary  enclosure  shall  be  located 
on  the  upper  one-half  of  the  primary 
enclosure; 

(5)  Except  as  provided  in  paragraph 
(h)  of  this  section,  projecting  rims  or 
other  devices  shall  be  on  the  exterior  of 
the  outside  walls  with  any  ventilation 
Openings  to  prevent  obstruction  of  the 
ventilation  openings  and  to  provide  a 
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minimum  air  circulation  space  1.9  cen- 

timeters  (  .75  inch)  between  the  primary 
enclosure  and  any  adjacent  cargo  or 
conveyance  wall;  and 

(6)  Bzcept  as  provided  in  paragraph 
(h)  of  this  section,  adequate  handholds 
or  other  devices  for  lifting  shall  be  pro- 
vided on  the  exterior  of  the  primary 
enclosure  to  enable  the  primary  enclo- 
sure to  be  lifted  without  tilting  and  to 
ensure  that  the  person  handling  the 
primary  enclosui'e  will  not  be  in  con- 
tact with  the  rabbit. 

(b)  Live  rabbits  transporter!  in  the 
same  primary  enclosure  shall  be  main- 
tained in  compatible  groups  and  shall 
not  be  transported  in  the  same  primary 
enclosure  with  other  specie  of  animals. 

(c  )  Primary  enclosures  used  to  trans- 
port live  rabbits  shall  be  large  enough 
to  ensure  that  each  rabbit  contained 
therein  has  sufficient  space  to  torn 
about  freely  and  to  make  normal  pos- 
tural adjustments. 

(d)  Not  more  than  15  live  rabbits 
shall  be  transported  in  the  same  pri- 
mary enclosure. 

(e)  Primary  enclosures  used  to  trans- 
port live  rabbits  as  provided  in  this 
section  shall  have  solid  bottoms  to  pre- 
vent leakage  in  shipment  and  shall  be 
cleaned  and  sanitized  in  a  manner  pre- 
scribed in  §3.56  of  the  standards,  if  pre- 
viously used.  Such  primary  enclosures 
shall  contain  clean  litter  of  a  suitable 
absorbent  material  which  is  safe  and 
nontoxic  to  the  rabbits,  in  sufficient 
quantity  to  absorb  and  cover  excreta, 
unless  the  rabbits  are  on  wire  or  other 
nonsolld  floors. 

(f)  Primary  enclosures  used  to  trans- 
port live  rabbits,  except  where  such 
primary  enclosures  are  permanently  af- 
fixed in  the  animal  cargo  space  of  the 
primary  conveyance,  shall  be  clearly 
marked  on  top  and  on  one  or  more 
sides  with  the  works  "Live  Animal"  in 
letters  not  less  than  2.5  centimeters  (1 
inch)  in  height,  and  with  arrows  or 
other  markings,  to  Indicate  the  correct 
upright  position  of  the  container. 

(g)  Documents  accompanying  the 
shipment  sliall  be  attached  in  an  easily 
accessible  manner  to  the  outside  of  a 
primary  enclosure  which  Is  part  of  such 
shipment. 

(h)  When  a  primary  enclosure  is  per- 
manently affixed  within  the  animal 
cargo  space  of  the  primary  convesrance 


so  that  the  front  opening  is  the  only 
source  of  ventilation  for  such  primary 
enclosure,  the  front  opening  shall  open 
directly  to  the  outside  or  to  an  unob- 
structed aisle  or  passageway  within  the 
primary  conveyance.  Such  front  ven- 
tilation opening  shall  be  at  least  90 
percent  of  the  total  surface  area  of  the 
firont  wall  of  the  primary  enclosure  and 
covered  with  bars,  wire  mesh  or 
smooth  expanded  metal. 

[!:^  FR  31565.  Juiie  21.  1977.  as  amended  at  43 
FK  21164,  May  16.  1978;  55  FR  28883,  July  16, 
1900] 

§3.62   Primary  conveyances  (motor  ve- 
hicle, ndl,  air,  and  maiiiie). 

(a)  The  animal  cargo  space  of  pri- 
mary conveyances  used  in  transporting 
live  rabbits  shall  be  designed  and  con- 
structed to  protect  the  health,  and  en- 
sure the  safety  and  comfort  of  the  rab- 
bits  contained  therein  at  all  times. 

(b)  The  animal  cargo  space  shall  be 
constructed  and  maintained  in  a  man- 
ner to  prevent  the  Ingress  of  engine  ex- 
haust  fumes  and  gases  from  the  pri- 
mary conveyance  during  transpor- 
tation in  conomerce. 

(c)  No  live  rabbit  shall  be  placed  in 
an  animal  cargo  space  that  does  not 
have  a  supply  of  air  sufficient  for  nor- 
mal breathing  for  each  live  animal  con- 
tained therein,  and  the  primary  enclo- 
sures shall  be  positioned  in  the  animal 
cargo  space  in  such  a  manner  that  each 
rabbit  has  access  to  sufficient  air  for 
normal  breathing. 

(d)  Primary  enclosures  shall  be  posi- 
tioned in  the  primary  conveyance  in 
such  a  manner  that  in  an  emergency 
the  live  rabbits  can  be  removed  from 
the  primary  conveyance  as  soon  as  pos- 
sible. 

(e)  The  interior  of  the  animal  cargo 
space  shall  be  kept  clean. 

(f)  Live  rabbits  shall  not  be  trans- 
ported with  any  material,  substance 
(e.g.,  dry  ice)  or  device  which  may  rea- 
sonably be  expected  to  be  Injurious  to 
the  health  and  well-bpinsr  of  the  rabbits 
unless  proper  precaution  is  taken  to 
prevent  such  injury. 

(g)  The  animal  cargo  space  of  vA- 
mary  conveyances  used  to  transport 
rabbits  shall  be  mechanically  sound 
and  provide  fresh  air  by  means  of  win- 
dows, doors,  vents,  or  air  conditioning 
so  as  to  minimise  drafts,  odors,  and 
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moisture  condensation.  Auxiliary  ven- 
tilation, such  ians,  blowers,  or  air 
conditioners,  shall  be  used  in  any  cargo 

space  containing  live  rabbits  when  the 
ambient  temi)erature  in  the  animal 
cargo  space  is  75  °F  (23.9  or  higher. 
The  ambient  temperature  within  the 

animal  cargo  space  shall  not  exceed  85 
°F  (29.5  C)  or  fall  below  45  ^^F  (7.2  ^C). 
except  that  the  ambient  temperature 
in  the  cargro  space  may  be  below  45  *F 

(7.2  °C)  if  the  rabbits  are  accompanied 
by  a  certificate  of  acclimation  to  lower 
temperatures,  as  provided  in  §  3.60(c)  of 
this  part. 

[43  FR  81866,  June  21,  1977,  as  amended  at  66 
FR  28888,  July  16. 1090] 

iSM  Food  and  waterreqaireoMiifts. 

(a>  If  live  rabbits  are  to  be  trans- 
ported for  a  period  of  more  than  6 
hours,  they  shall  have  access  to  food 
and  water  or  a  type  of  food,  which  pro- 
vides the  requirements  for  food  and 
water  in  riuantity  and  quality  .suffi- 
cient to  satisfy  their  food  and  water 
needs,  during  transit. 

(b)  Any  dealer,  research  facility,  ex- 
hibitor or  operator  of  an  auction  sale 
oifering^  any  live  rabbit  to  any  carrier 
or  intermediate  handler  for  transpor- 
tation, in  commerce,  shall  provide  an 
adequate  supply  of  food  or  type  of  food, 
which  provides  the  requirements  for 
food  and  water,  within  the  primary  en- 
closure to  meet  the  requirements  of 
this  section. 

(c)  No  carrier  or  intermediate  han- 
dler tiaail  accept  for  transportation,  in 
commerce,  any  live  rabbit  without  an 
adequate  supply  of  food  or  type  of  food, 
which  provides  the  requirements  for 
food  and  water,  within  the  primary  en- 
closure to  meet  the  requirements  of 
this  section. 

S8^  Care  in  transit. 

(a)  During  surface  transportation,  it 
shall  be  th  responsibility  of  the  driver 
or  other  employee  to  visually  observe 
the  live  rabbits  as  frequently  as  cir- 
cumstances may  dictate,  but  not  less 
than  once  every  4  hours,  to  assure  that 
they  are  receiving  sufficient  air  for 
normal  breathing,  their  ambient  tem- 
peratures are  within  the  prest  ribrd 
limits,  all  other  applicable  standards 
are  being  complied  with  and  to  deter- 
mine whether  any  of  the  live  rabbits 


are  in  obvious  physical  disress  and  to 
provide  any  needed  veterinary  care  as 
soon  as  possible.  When  transported  by 
air.  live  rabbits  shall  be  visually  ob- 
served by  the  carrier  as  frequently  as 
circumstances  miay  dictate,  but  not 
less  than  once  every  4  hours,  if  the 
cargo  space  is  accessible  during  flight. 
If  the  animal  cargo  space  is  not  acces- 
sible during  flight,  the  carrier  shall 
visually  observe  the  live  rabbits  when- 
ever loaded  and  unloaded  and  whenever 
the  animal  cargo  space  is  otherwise  ac- 
cessible to  assure  that  they  are  receiv- 
ing sufficient  air  for  normal  breathing, 
their  ambient  temperatures  are  within 
the  prescribed  limits,  all  other  applica- 
ble standai*ds  are  being  complied  with 
and  to  determine  whether  any  such  live 
rabbits  are  in  obvious  physical  distress. 
The  carrier  shall  provide  any  needed 
veterinary  cai-e  as  soon  as  possible.  No 
rabbit  in  obvious  physical  distress 
shall  be  transported  in  commerce. 

(b)  During  the  course  of  ti-anspor- 
tation,  in  commerce,  live  rabbits  shall 
not  be  removed  from  their  primary  en- 
closures unless  placed  in  other  primary 
enclosures  or  facilities  conforming  to 
the  requirements  provided  in  this  sub- 
part. 

§  3.65   Terminal  facilities. 

No  person  subject  to  the  Animal  Wel- 
fare regulations  shall  commingle  ship- 
ments of  live  rabbits  with  Inanimate 
cargo.  All  animal  holding  areas  of  a 
terminal  facility  where  shipments  of 
rabbits  are  maintained  shall  be  oleaoed 
and  sanitized  as  prescribed  in  §8.66  of 
the  standards  often  enough  to  prevent 
an  accumulation  of  debris  or  excreta, 
to  minimise  vermin  infestation,  and  to 
prevent  a  disease  hazard.  An  effective 
program  for  the  control  of  insects, 
ectoparasites,  and  avian  and  mamma- 
lian pests  shall  be  estabUdied  and 
maintained  for  all  animal  holding 
areas.  Any  animal  holding  area  con- 
taining live  rabbits  shall  be  provided 
with  fresh  air  by  means  of  windows, 
doors,  vents,  or  air  conditioning  and 
may  be  ventilated  or  air  circulated  by 
means  of  fans,  blowers,  or  an  air  condi- 
tioning S3rstem  so  as  to  minimise 
drafts,  odors,  and  moisture  condensa- 
tion. Auxiliary  ventilation,  such  as  ex- 
haust fans  and  vents  or  fans  or  blowers 
or  afr  conditioning  shall  be  used  for 
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any  animal  holding  area  containing 
live  rabbits  when  the  air  temperature 
within  such  animal  holding  area  is  23.9 
•O.  (75  •P.)  or  hlgrher.  The  air  tempera- 
ture around  any  live  rabbit  in  any  ani- 
mal holding  area  shall  not  be  allowed 
to  fall  below  7.2  "C.  (45  *F.)  nor  be  al- 
lowed to  exceed  29.5  H),  (85  °F.)  at  any 
time.  To  ascertain  compliance  with  the 
provisions  of  this  paragraph,  the  air 
temperature  around  any  live  rabbit 
shall  be  measured  and  read  outside  the 
primary  enclosure  wMc^  contains  such 
rabbit  at  a  distance  not  to  exceed  .91 
meters  (3  feet;  from  any  one  of  the  ex- 
ternal walls  of  the  primary  encdosore 
and  on  a  level  parallel  to  the  bottom  of 
such  primary  enclosure  at  a  point 
which  approximates  half  the  distance 
between  the  top  and  bottom  of  such 
primary  endosnre. 

[48  ra.  58816,  Dec.  1.  1978.  as  amended  at  55 
FR  28883,  July  16,  I960]] 

iSJSS  Hamiling. 

(a)  Any  person  who  is  subject  to  the 

Animal  Welfare  regulations  and  who 
moves  live  rabbits  from  an  animal 
holding  area  of  a  terminal  facility  to  a 
primary  conveyance  or  vice  versa  sliall 
do  so  as  quickly  and  efficiently  as  pos- 
sible. Any  person  subject  to  the  Animal 
Welfare  regulations  and  holding  any 
live  rabbit  in  an  animal  holdlnsr  area  of 
a  terminal  facility  or  transporting  any 
live  rabbit  to  or  from  a  terminal  facil- 
ity shall  provide  the  following: 

(1)  Shelter  from  sunUght.  When  sun- 
light is  likely  to  cause  overheating  or 
discomfort,  sufficient  shade  shall  be 
provided  to  protect  the  live  rabbits 
from  the  direct  rays  of  the  son  and 
such  live  rabbits  shall  not  be  subjected 
to  surrounding  air  temperatures  which 
exceed  29.5  ''C.  (85  "F.),  and  which  shall 
be  measured  and  read  in  the  manner 
prescribed  in  §  3.65  of  this  part,  for  a  pe- 
riod of  more  than  45  minutes. 

(2)  Shelter  from  rain  or  snow.  Live  rab- 
bits shall  be  provided  protection  to 
allow  them  to  remain  diy  during  rain 
or  snow. 

(3)  Shelter  from  cold  weather.  Trans- 
porting devices  shall  be  covered  to  pro- 
vide pro1>ection  for  live  rabbits  when 
the  outdoor  air  temperature  falls  below 
10  °C.  (50  °F.),  and  such  live  rabbits 
shall  not  be  subjected  to  surrotmding 
air  temperatures  which  fall  below  7.2 


*>C.  (45  °F.),  and  which  shall  be  meas- 
ured and  read  in  the  manner  prescribed 
in  §3.65  of  this  part,  for  a  period  of 
more  than  45  minutes  unless  such  rab- 
bits are  accompanied  by  a  certificate  of 
acclimation  to  lower  temperatures  as 
prescribed  in  §  3.60(c). 

(b)  Care  shall  be  exercised  to  avoid 
handlingr  of  the  inrlmary  enclosure  in 
such  a  manner  that  may  cause  physical 
or  emotional  trauma  to  the  live  rabbit 
contained  therein. 

(c)  Primary  enclosures  used  to  trans- 
port any  live  rabbit  shall  not  be  tossed, 
dropped,  or  needlessly  tilted  and  shall 
not  be  stacked  in  a  manner  which  may 
reasonably  be  expected  to  result  in 
their  falling. 

[43  PR  21164,  May  16,  1978,  as  amended  at  43 
FR  56216,  Dec.  1,  1978;  65  FR  28883,  July  16, 

1990] 

Subpart  D— SpecMcoNons  lor  the 

Humane  Handling,  Care, 
Treatment,  and  Tronsporlatlon 
of  Nonhuman  Primates^ 


Source:  56  FR  6495,  Feb.  15.  1991,  unless 
Otherwise  noted. 

Facilities  and  Operating  Standards 

58.79  Hfmring  fticilitiee,  gemeraL 

(a)  Structure:  construction.  Housing 
facilities  for  nonhuman  primates  must 


'Nonhuman  primates  Include  a  great  diver- 
sity of  forms,  ranging  from  the  marmoset 
wpiirhine  only  a  few  ounces,  to  the  adult  go- 
rilla weighing  hundreds  of  pounds,  and  in- 
olude  more  than  240  species.  "Hiey  come  from 
Asia.  Africa,  and  Central  and  South  Amer- 
ica, and  they  live  in  different  liabitats  in  na- 
ture. Some  have  been  transported  to  the 
United  States  from  their  natural  habitats 
and  some  have  been  raised  in  captivity  in  the 
United  States.  Tlieir  nutritional  and  activity 
requirements  differ,  a.s  do  their  social  and 
environmental  requirements.  As  a  result,  the 
conditions  aiqpropctote  for  one  species  do  not 
necessarily  apply  to  another.  Accordingly, 
these  minimum  specifications  must  be  ap- 
plied in  accordance  with  the  customary  and 
generally  accepted  professional  and  hus- 
buidry  practices  considered  appropriate  for 
each  Bpeelee,  and  necessary  to  promote  their 

psy c h ol  o i cal  wel  1  -bo i n  =r . 

These  minimum  standards  apply  only  to 
live  nonhuman  primates,  unless  stated  oth- 
erwise. 
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be  designed  and  constructed  so  that 
they  are  structurally  sound  for  the  spe- 
cies of  nonhnman  primates  housed  in 
them.  They  must  be  kept  in  good  re- 
pair, and  they  must  protect  the  ani- 
mals from  injury,  contain  the  animals 
seonrely,  and  restrict  other  animals 
from  entering. 

(b)  Cnndifinn  and  site.  Housing-  facili- 
ties and  areas  used  for  storing  animal 
food  or  bedding  must  be  free  of  any  ac- 
cumulation of  trash,  waste  material, 
junk,  weeds,  and  other  discarded  mate- 
rials. Animal  areas  inside  of  housing 
facilities  must  be  kept  neat  and  free  of 
clutter,  including  equipment,  far- 
niture,  or  stored  material,  but  may 
contain  materials  actually  used  and 
necessary  for  cleaning  the  area,  and 
fixtures  and  equipment  necessary  for 
proper  husbandry  practices  and  re- 
search needs.  Housing  facilities  other 
than  those  maintained  by  research  fa- 
cilities and  Federal  research  facilities 
must  he  pihsrsically  separated  from  any 
other  businesses.  If  a  housing  facility 
is  located  on  the  same  premises  as  any 
other  businesses,  it  must  be  physically 
separated  from  the  other  businesses  so 
that  animals  the  size  of  dogs,  skunks, 
and  raccoons,  are  prevented  from  en- 
tering it. 

(c>  Surfacea—iiy  General  requireinenta. 

The  surfaces  of  housing  facilities — ^in- 
cluding perches,  shelves,  swings,  boxes, 
houses,  dens,  and  other  furniture-type 
fixtures  or  objects  within  the  facility- 
must  be  constructed  in  a  manner  and 
made  of  materials  that  allow  them  to 
be  readily  cleaned  and  sanitized,  or  re- 
moved or  replaced  when  worn  or  soiled. 
Furniture-type  fixtures  or  objects  must 
be  sturdily  constructed  and  must  be 
strong  enough  to  provide  for  the  safe 
activity  and  welfare  of  nonhuman  pri- 
mates. Floors  may  be  made  of  dirt,  ab- 
sorbent bedding,  sand,  gravel,  grass,  or 
other  similar  material  that  can  be 
readily  cleaned,  or  can  be  ranoyed  or 
replaced  whenever  cleaning  does  not 
eliminate  odors,  diseases,  pests,  in- 
sects, or  vermin.  Any  surfaces  that 
come  in  contact  with  nonhuman  pri- 
mates must: 

(i)  Be  free  of  excessive  rust  that  pre- 
vents the  required  cleaning  and  saniti- 
zation,  or  that  affects  the  structural 
strenerth  of  the  surface;  and 
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(ii)  Be  free  of  jagged  edges  or  sharp 
points  that  might  injure  the  animals. 

(2)  Maintefiance  and  repHacement  of 
surfaces.  All  surfaces  must  be  main- 
tained on  a  regular  basis.  Surfaces  of 
housing  facilities — including  houses, 
dens,  and  other  fbmiture-tsrpe  fixtures 
and  objects  within  the  facility — that 
cannot  be  readily  cleaned  and  sani- 
tized, must  be  replaced  when  worn  or 
soiled. 

(3)  Cleaning.  Hard  surfaces  with 
which  nonhuman  primates  come  in 
contact  must  be  spot-cleaned  daily  and 
sanitised  in  aeoordanoe  with  §8.84  of 
this  subpart  to  prevent  accumulation 
of  excreta  or  disease  hazards.  If  the 
species  scent  mark,  the  surfaces  must 
be  sanitised  or  replaced  at  reirular  in- 
tervals as  determined  by  the  attending 
veterinarian  in  accordance  with  gen- 
erally accepted  professional  and  hus- 
bandry practices.  Floors  made  of  dirt, 
absorbent  bedding,  sand,  gravel,  grass, 
or  other  similar  material,  and  planted 
enclosures  must  be  raked  or  spot- 
cleaned  with  sufficient  frequency  to 
ensure  all  animals  "^he  freedom  to 
avoid  contact  with  excreta.  Contami- 
nated material  must  be  removed  or  re- 
placed whenever  raking  and  spot  dean- 
ing  does  not  eliminate  odors,  diseases, 
insects,  pests,  or  vermin  infestation. 
All  other  surfaces  of  housing  facilities 
must  be  cleaned  and  sanitised  when 
necessary  to  satisfy  generally  accepted 
husbandry  standards  and  practices. 
Sanitization  may  be  done  by  any  of  the 
methods  provided  in  §8.84(bXS)  of  this 
subpart  for  primary  enclosures. 

(d)  Water  and  electric  power.  The  hous- 
ing facility  must  have  reliable  electric 
power  adequate  for  heating,  cooling, 
ventilation,  and  lighting,  and  for  car- 
rying out  other  husbandry  require- 
ments in  accordance  with  the  regula- 
tions in  this  subpart.  The  housing  fa- 
cility must  provide  running  potable 
water  for  the  nonhuman  primates' 
drinking  needs.  It  must  be  adequate  for 
cleaning  and  for  carrying  out  other 
husbandry  requirements. 

(e)  Storage.  Supplies  of  food  and  bed- 
ding must  be  stored  in  a  manner  that 
intitects  the  supplies  from  spoilage, 
contamination,  and  vermin  infestation. 
The  supplies  must  be  stored  off  the 
floor  and  away  irom  the  wails,  to  allow 
cleaning  underneath  and  around  tiie 
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supplies.  Food  requiring  refrigeration 
must  be  stored  accordingly,  and  all 
food  must  be  stored  in  a  manner  that 
pcevents  contamination  and  deteriora- 
tion of  its  nutritive  value.  Only  the 
food  and  beddintr  currently  beingr  used 
may  he  kept  in  animal  areas,  and  when 
not  in  actual  use,  open  iood  and  bed- 
dlnsr  supplies  must  be  kept  in  leakproof 
containers  with  tightly  fittintr  lids  to 
prevent  spoilage  and  contamination. 
Substances  that  are  toxic  to  the 
nonhuman  primates  but  that  are  re- 
quired for  normal  husbandry  practices 
must  not  be  stored  in  food  storag^e  and 
preparation  areas,  but  may  be  stored  in 
cahinets  in  the  «.n1mal  areas. 

(f)  Drainage  and  waste  disposal.  Hous- 
ing facility  operators  must  provide  for 
regular  and  frequent  collection,  re- 
moval, and  disposal  of  animal  and  food 
wastes,  bedding,  dead  animals,  debris, 
garbage,  water,  and  any  other  fluids 
and  wastes,  in  a  manner  that  mini- 
mizes contamination  and  disease  risk. 
Housing  facilities  must  be  equipped 
with  disposal  facilities  and  drainage 
systems  that  are  constructed  and  oper- 
ated so  that  animal  wastes  and  WAter 
are  rapidly  eliminated  and  the  animals 
stay  dry.  Disposal  and  draina^'  sys- 
tems must  minimize  vermin  and  pest 
infestation,  insects,  odors,  and  disease 
hazards.  All  drains  must  be  properly 
constructed,  installed,  and  maintained. 
If  closed  drainage  .systems  are  used, 
they  must  be  equipped  with  traps  and 
prevent  the  backflow  of  gases  and  the 
backup  of  sewage  onto  the  floor.  If  the 
facility  uses  sump  ponds,  settlement 
ponds,  or  other  similar  systems  for 
drainage  and  animal  waste  disposal, 
the  system  must  be  located  far  enough 
away  from  the  animal  area  of  the  hous- 
ing facility  to  prevent  odors,  diseases, 
insects,  pests,  and  vermin  infestation. 
If  drip  or  constant  flow  watering  de- 
vices are  used  to  provide  water  to  the 
animals,  excess  water  must  be  rapidly 
drained  out  of  the  animal  areas  by  gut- 
ters  or  pipes  so  that  the  animals  stay 
dry.  Standing  puddles  of  water  m  ani- 
mal areas  must  be  mopped  up  or 
drained  so  that  the  animals  remain 
dry.  Trash  containers  in  housing  facili- 
ties and  in  food  storage  and  food  prepa- 
ration areas  must  be  leakproof  and 
must  have  tightly  fitted  lids  on  them 
at  all  times.  Dead  animals,  animal 


parts,  and  animal  waste  must  not  be 

kept  in  food  storacre  or  food  prepara- 
tion areas,  food  freezers,  food  refrig- 
erators, and  animal  areas. 

(g)  Washroom  and  sinks.  Washing  fei- 
cilities,  such  as  washrooms,  basins, 
sinks,  or  showers  must  be  provided  for 
animal  caretakers  and  must  be  readily 
accessible. 

§3.76  Indoor  housiiig  facilities. 

(a)  Heating,  cooling,  and  temperature. 
Indoor  housing  facilities  must  be  suffi- 
ciently heated  and  cooled  when  nec- 
essary to  protect  nonhuman  primates 
from  temperature  extremes  and  to  pro- 
vide for  their  health  and  well-being. 
The  ambient  temperature  in  the  facil- 
ity must  not  fall  below  45  °F  (7.2  °C)  for 
more  than  4  consecutive  hours  when 
nonhuman  primates  are  present,  and 
must  not  rise  above  85  °F  (29.5  °C)  for 
more  than  4  consecutive  hours  when 
nonhuman  primates  are  present.  The 
ambient  temperature  must  be  main- 
tained at  a  level  that  ensures  the 
health  and  well-being  of  the  species 
housed,  as  directed  by  the  attending 
veterinarian,  in  accordance  with  gen- 
erally accepted  professional  and  hus- 
bandry practices. 

(b)  Ventilation.  Indoor  housing  facili- 
ties must  be  sufficiently  ventilated  at 
all  times  when  nonhuman  primates  are 
present  to  provide  for  their  health  and 
well-being  and  to  minimize  odors, 
drafts,  ammonia  levels,  and  moisture 
condensation.  Ventilation  must  be  pro- 
vided by  windows,  doors,  vents,  fans,  or 
air  conditioning.  Auxiliary  ventilation, 
such  as  fans,  blowers,  or  air  condi- 
tioning.  must  be  provided  when  the 
ambient  temperature  is  85  °F  (29.5  °C) 
or  higher.  The  relative  humidity  main- 
tained must  be  at  a  level  that  ensures 
the  health  and  well  beinpr  of  the  ani- 
mals housed,  as  directed  by  the  attend- 
ing veterinaiian,  in  accordance  with 
generally  accepted  professional  and 
husbandry  practices. 

(c)  Lighting.  Indoor  housing  facilities 
must  be  li^^hted  well  enough  to  permit 
routine  inspection  and  cleaning  of  the 
facility,  and  observation  of  the 
nonhuman  primates.  Animal  areas 
must  be  provided  a  regular  diurnal 
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Uflrliting  cycle  of  either  natural  or  arti- 
ficial light.  Lighting  must  be  uni- 
formly diffused  throughout  animal  fa- 
cilities and  provide  sofflcieiit  lUiimliia- 
tion  to  aid  in  maintaining  g:ood  house- 
keeping practices,  adequate  cleaning, 
adequate  inspection  of  animals,  and  for 
the  well-being  of  the  animals.  Primary 
enclosures  must  be  idaoed  in  the  hous- 
ing facility  so  as  to  protect  the 
nonhuman  primates  from  excessive 
light. 

S8.77  Sheltered  housing  faciUties. 

fa)  Heating,  cooling,  and  trmpprature. 
The  sheltered  part  of  sheltered  housing 
facilities  must  be  sufficiently  heated 
and  cooled  when  necessary  to  protect 
the  nonhuman  primates  from  tempera- 
ture extremes,  and  to  provide  for  their 
health  and  well-being.  The  ambient 
temperatore  in  the  sheltered  part  oi 
the  facility  must  not  fall  below  45  °P 
(7.2  °C)  for  more  than  4  consecutive 
hours  when  nonhuman  primates  are 
present,  and  most  not  rise  above  85  *F 
(29.5  "C)  for  more  than  4  consecutive 
hours  when  nonhuman  primates  are 
present,  unless  temperatures  above  85 
^  (39.6  "C)  are  approved  by  the  attend- 
ing veterinarian.  In  accordance  with 
generally  accepted  husbandry  prac- 
tices. The  ambient  temperature  must 
he  maintained  at  a  level  that  ensures 
the  health  and  well-being  of  the  species 
housed,  as  directed  by  the  attending 
veterinarian,  in  accordance  with  gen- 
erally accepted  professional  and  hus- 
bandry practices. 

(b)  Vrntilatinn.  The  sheltered  part  of 
sheltered  animal  facilities  must  be  suf- 
ficiently ventilated  at  all  times  to  pro- 
vide for  the  health  and  well-being  of 
nonhuman  primates  and  to  minimize 
odors,  drafts,  ammonia  levels,  and 
moistui^e  condensation.  Ventilation 
must  he  provided  by  windows,  doors, 
vents,  fans,  or  air  conditioning.  Auxil- 
iary ventilation,  such  as  fans,  blower.s. 
or  air  conditioning,  must  be  provided 
when  the  ambient  temperature  is  85  *F 
(29.5  °C)  or  higher.  The  relative  humid- 
ity maintained  must  be  at  a  level  that 
ensures  the  health  and  well-being  of 
the  species  housed,  as  directed  by  the 
attending  veterinarian,  in  accordance 
with  K'enerally  accepted  professional 
and  husbandry  practices. 


(c)  Lighting.  The  sheltered  part  of 
sheltered  housing  facilities  must  be 
lighted  well  enough  to  permit  routine 
inspection  and  cleaning  of  the  focility, 
and  observation  of  the  nonhuman  pri- 
mates. Animal  areas  must  be  provided 
a  regular  diurnal  lighting  cycle  of  ei- 
ther natural  or  artificial  light.  Light- 
ing must  be  uniformly  diffused 
throughout  animal  facilities  and  pro- 
vide sufficient  illumination  to  aid  In 
maintaining  good  housekeeping  prac- 
tices, adequate  cleaning,  adequate  in- 
qwotion  of  animals,  and  for  the  well- 
being  of  the  animals.  Primary  enclo- 
sures must  be  placed  in  the  housing  lli^ 
ciU^  so  as  to  protect  the  nonhuman 
in^mates  from  excessive  light. 

(d)  Stielter  from  Uie  elements.  Sheltered 
housing  fiacilities  for  nonhuman  pri- 
mates must  provide  adequate  bolter 
from  the  elements  at  all  times.  They 
must  provide  protection  from  the  sun, 
rain,  snow,  wind,  and  cold,  and  tmm 
any  weather  conditions  that  may 
occur. 

(e)  Capacity:  multiple  shelters.  Both 
the  sheltered  part  of  sheltered  housing 

facilities  and  any  other  necessary  shel- 
ter from  the  elements  must  be  suffi- 
ciently large  to  provide  protection 
comfortably  to  each  nonhuman  pri- 
mate housed  in  the  facility.  If  aggres- 
sive or  dominant  animals  are  hou.sed  in 
the  facility  with  other  animals,  there 
must  be  multiple  shelters  or  oth«r 
means  to  ensure  that  each  nonhuman 
primate  has  access  to  shelter. 

(f)  Perimeter  fence.  On  and  after  Feb- 
ruary 15,  1994,  the  outdoor  area  of  a 
sheltered  housing  facility  must  be  en- 
closed by  a  fence  that  is  of  sufficient 
height  to  keep  unwanted  species  out. 
Fences  less  than  6  feet  high  must  he 
approved  by  the  Administrator.  The 
fence  must  be  constructed  so  that  it 
protects  nonhuman  primates  by  re- 
stricting unauthorized  humans,  and 
animals  the  size  of  dogs,  skunks,  and 
raccoons  from  going  through  it  or 
under  it  and  having  contact  with  the 
nonhuman  primates.  It  must  be  of  suf- 
ficient distance  from  the  outside  wall 
or  fence  of  the  primary  enclosure  to 
prevent  physical  contact  between  ani- 
mals inside  the  enclosure  and  outside 
the  perimeter  fence.  Such  fences  less 
than  3  feet  in  distance  from  the  pri- 
mary enclosure  must  be  approved  by 
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the  Administrator.  A  perimeter  fence 

is  not  required  if: 

(1)  Tlie  outside  walls  of  the  primary 
enclosare  are  made  of  a  sturdy,  durable 
material  such  as  concrete,  wood,  plas- 
tic, metal,  or  glass,  and  are  hiirh 
enough  and  constructed  in  a  manner 
that  restricts  contact  with  or  entry  by 
humans  and  animals  that  are  outside 
the  sheltered  housing  facility:  or 

(2)  The  housing  facility  is  surrounded 
by  a  natural  barrier  that  restricts  the 
nonhuman  primates  to  the  housing  fa- 
cility and  protects  them  from  contact 
with  unauthorized  humans  and  animals 
that  are  outside  the  sheltered  housing 
facility,  and  the  Administrator  gives 
written  permission 

(g)  Public  barriers.  Fixed  public  exhib- 
its housing  nonhuman  primates,  such 
as  200S,  must  have  a  barrier  between 
the  primary  enclosure  and  the  public 
at  any  time  the  public  is  present,  that 
restricts  physical  contact  between  the 
public  and  the  nonhuman  primates. 
Nonhuman  primates  used  in  trained 
animal  acts  or  in  uncaged  public  exhib- 
its must  be  under  the  direct  control 
and  supervision  of  an  experienced  han- 
dler or  trainer  at  all  times  when  the 
public  is  present.  Trained  nonhuman 
primates  may  be  permitted  physical 
contact  with  the  public,  as  allowed 
under  §2.131.  but  only  if  they  are  under 
the  direct  control  and  supervision  of  an 
experienced  handler  or  trainer  at  all 
times  during  the  contact. 

(Approved  by  the  Oflioe  of  Management  and 
Budget  under  control  number  0679-0088) 


IS.78 

(a)  AccWnaUon.  Only  nonhuman  pri- 
mates that  are  arclimated,  as  deter- 
mined by  the  attending  veterinarian, 
to  the  prevailing  temperature  and  hu- 
midity at  the  outdoor  housing  facility 
during  the  time  of  year  they  are  at  the 
facility,  and  that  can  tolerate  the 
range  of  temperatures  and  climatic 
oondltions  known  to  occur  at  the  facil- 
ity at  that  time  of  year  without  Stress 
or  discomfort,  may  be  kept  in  outdoor 
facilities. 

(b)  Shelter  from  the  elements.  Outdoor 
housing-  facilities  for  nonhuman  pri- 
mates must  provide  adequate  shelter 
from  the  elements  at  all  times.  It  must 
provide  protection  ftom  tbe  sun,  rain, 
snow,  wind,  and  cold,  and  ftom  any 


weather  conditions  that  may  occur. 
The  shelter  must  safely  provide  heat  to 
the  nonhuman  primates  to  prevent  the 
ambient  temperature  from  falUng 
below  45  °F  (7.2  "C),  eiEoept  as  directed 
by  the  attending  veterinarian  and  in 
accordance  with  generally  accepted 
professional  and  husbandry  practices. 

(c)  Capacity:  multiple  sh^iera.  The 
shelter  must  be  sufficiently  large  to 
comfortahlv  provide  protection  for 
each  nonnunian  primate  housed  in  the 
facility.  If  aggressive  or  dominant  ani- 
mals are  housed  in  the  facility  with 
other  animals  there  must  be  multiple 
shelters,  or  other  meajis  to  ensure  pro- 
tection for  each  nonhuman  primate 
housed  in  the  facility. 

(d)  Perimeter  fence.  On  and  after  Feb- 
ruary 15, 1994,  an  outdoor  housing  facil- 
ity must  be  enclosed  by  a  fence  that  is 
of  sufficient  height  to  keep  unwanted 
species  out.  Fences  less  than  6  feet 
high  must  be  approved  by  the  Adminis- 
trator. The  fence  must  be  coiMtructed 
so  that  it  protects  nonhuman  primates 
by  restricting  unauthorized  humans, 
and  animals  the  size  of  dogs,  skunks, 
and  raccoons  from  going  through  it  or 
under  it  and  having  contact  with  the 
nonhuman  primates.  It  must  be  of  suf- 
ficient distance  from  the  outside  wall 
or  fence  of  the  primary  enclosure  to 
prevent  physical  contact  between  ani- 
mals inside  the  enclosure  and  outside 
the  perimeter  fence.  Such  fences  less 
than  3  feet  in  distance  from  the  pri- 
mary enclosure  must  be  approved  by 
the  Administrator.  A  perimeter  fence 
is  not  required  if: 

(1)  The  outside  walls  of  the  primary 
enclosure  are  made  of  a  sturdy,  durable 
material  such  as  concrete,  wood,  plas- 
tic, metal,  or  glass,  and  are  high 
enough  and  constructed  in  a  manner 
that  restricts  contact  with  or  entry  by 
humans  and  animals  that  are  outside 
the  housing  facility:  or 

(2)  The  housingr  facility  is  surrounded 
by  a  natural  barrier  that  restricts  the 
nonhuman  primates  to  the  housing  fa- 
cility and  protects  thi.^n  from  contact 
with  unauthorized  humans  and  animals 
that  are  outside  the  housinflr  facility, 
and  the  Administrator  flrives  written 
permission. 

(e)  Public  barriera.  Fixed  public  exhib- 
its housing  nonhuman  primates,  such 
as  zoos,  must  have  a  barrier  between 
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the  primary  enclosure  and  the  public 
at  any  time  the  public  la  preeent.  In 

ordpr  to  restrict  physical  contact  be- 
tween the  public  and  the  nonhurnan 
primates.  Nonhuinan  primates  used  in 
trained  animal  acts  or  In  uncaged  pub- 
lic  exhibits  must  be  under  the  direct 
control  and  supervision  of  an  experi- 
enced handler  or  trainer  at  all  times 
when  the  public  la  present.  Trained 
nonhurnan  primates  may  be  allowed 
physical  contact  with  the  public,  but 
only  if  they  are  under  the  direct  con- 
trol and  aupervlalon  of  an  experienced 
handler  or  trainer  at  all  times  during 
the  contact. 

(Approved  by  the  Office  of  Management  and 
Budfret  under  control  number  0STM)093> 

83.79  Mobile  or  traveling  housing  £b- 
oflltiee. 

(a)  Heating,  cooling,  and  temperature. 
Mobile  or  traveling  housing  facilities 
must  be  sufficiently  heated  and  cooled 
when  necessary  to  protect  nonhuman 
primates  from  temperature  extremes 
and  to  piovide  for  their  health  and 
well-bein^.  The  ambient  temperature 
in  the  traveling  housing  facility  must 
not  fall  below  45  •P  (7.2  •C)  for  more 
than  4  consecutive  hours  when 
nonhuman  primates  are  present,  and 
must  not  rise  above  85  °F  (29.6  °C)  for 
more  than  4  consecutive  hours  when 
nonhuman  primates  are  present.  The 
ambient  temperature  must  be  main- 
tained at  a  level  that  ensures  the 
health  and  well-being  of  the  species 
housed,  as  directed  by  the  attending 
veterinarian,  and  in  accordance  with 
generally  accepted  professional  and 
husbandry  practices. 

(b)  Ventilation.  Traveling  housing  fa- 
cilities must  be  sufficiently  ventilated 
at  all  times  when  nonhuman  primates 
are  present  to  provide  for  the  health 
and  well-being  of  nonhuman  primates 
and  to  minimize  odors,  drafts,  ammo- 
nia levels,  moisture  condensation,  and 
exhaust  fumes.  Ventilation  must  be 
provided  by  means  of  windows,  doors, 
vents,  fans,  or  air  conditioning.  Auxil- 
iary ventilation,  such  as  fans,  blowers, 
or  air  conditioning,  must  be  provided 
when  the  ambient  temperature  in  the 
traveling  housing  facility  is  85  °F  (29.5 
''C)  or  higher. 

(c)  UgfMng.  Mobile  or  traveling 
housing  fiu^illties  must  be  lighted  well 


enough  to  permit  routine  inspection 
and  cleaning  of  the  facility,  and  obser- 
vation of  the  nonhuman  primates.  Ani- 
mal areas  must  be  provided  a  regular- 
diurnal  lighting  cycle  of  either  natural 
or  artificial  light.  Lighting  must  be 
uniformly  diffused  throu  ii  ut  animal 
facilities  and  provide  sufficient  illu- 
mination to  aid  in  maintaining  good 
housekeeping  practices,  adequate 
deaaing,  adequate  inspection  of  ani- 
mals, and  for  the  well-being  of  the  ani- 
mals. Primary  enclosures  must  be 
placed  in  the  housing  feudllty  ao  as  to 
protect  the  nonhuman  primates  from 
excessive  light. 

(d)  Public  barriers.  There  must  be  a 
barrier  between  a  mobile  or  traveling 
houaing  facility  and  the  public  at  any 
time  the  public  is  present,  in  order  to 
restrict  physical  contact  between  the 
nonhuman  primates  and  the  public. 
Nonhuman  primates  used  in  traveling 
exhibits,  trained  animal  acts,  or  in  un- 
caged public  exhibits  must  be  under 
the  direct  control  and  supervision  of  an 
experienced  handler  or  trainer  at  all 
times  when  the  public  is  present. 
Trained  nonhuman  primates  may  be  al- 
lowed physical  contact  with  the  public, 
but  only  if  they  are  under  the  direct 
control  and  supervision  of  an  experi- 
enced handler  or  trainer  at  all  times 
during  the  contact. 

§  3.80  Priauury  enclowurea. 

Primary  enclosures  for  nonhuman 
primates  must  meet  the  following  min- 
imum requirements: 

(a)  General  reQidrements.  (1)  Primary 
enclosures  must  be  designed  and  con- 
structed of  suitable  materials  so  that 
they  are  structurally  sound  for  the  spe- 
cies of  nonhuman  primates  contained 
in  them.  They  must  be  kept  in  good  re- 
pair. 

(2)  Primary  enclosures  must  be  con- 
structed and  maintained  so  that  they: 

(i)  Have  no  .sharp  points  or  edges  that 
could  injure  the  nonhuman  primates: 

(ii)  Protect  the  nonhuman  primates 
from  injury; 

(111)  Contain  the  nonhuman  primates 
securely  and  prevent  accidental  open- 
ing of  the  enclosure,  including  opening 
by  the  animal; 

(Iv)  Keep  other  unwanted  antmala 
from  entering  the  enclosure  or  having 
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physical  contact  with  the  nonhuman 
primates; 

(v)  Enable  the  nonhuman  primates  to 
remain  dry  and  clean; 

(vl)  Provide  shelter  and  protection 
from  extreme  temperatures  and  weath- 
er conditions  that  may  be  uncomfort- 
able or  hazardous  to  the  species  of 
nonhnman  primate  contained; 

(vli)  Provide  sufficient  shade  to  shel- 
ter all  the  nonhuman  primates  housed 
in  the  primary  enclosure  at  one  time; 

(vlU)  Provide  the  nonhuman  pri- 
mates with  easy  and  convenient  access 
to  clean  food  and  water; 

(ix)  Enable  all  surfaces  in  contact 
with  nonhuman  primates  to  be  readily 
cleaned  and  sanitized  in  accordance 
with  §  3.84(b)(3)  of  this  subpart,  or  re- 
placed when  worn  or  soiled; 

(X)  Have  floors  that  are  constmcted 
In  a  manner  that  protects  the 
nonhuman  prinoates  from  injurinfir 
themselves;  and 

(zl)  Provide  sniXlclent  space  for  the 
nonhuman  primates  to  makf^  normal 
postural  adjustments  with  freedom  of 
movement. 

(b)  Minimum  space  requirements.  Pri- 
mary enclosures  must  meet  the  min- 
imum space  requirements  provided  in 
this  subpart.  These  minimum  space  re- 


Qulrements  must  he  met  even  If  perch- 
es, ledges,  swings,  or  other  suspended 
fixtures  are  placed  in  the  enclosure. 
Low  perches  and  ledges  that  do  not 
allow  the  space  underneath  them  to  he 
comfortably  occupied  by  the  animal 
will  be  counted  as  part  of  the  floor 
space. 

(1)  Prior  to  February  15, 1994: 

(1)  Primary  endosnres  must  be  con- 
stmcted and  maintained  so  as  to  pro- 
vide sufficient  space  to  allow  each 
nonhuman  primate  to  make  normal 
postural  adjustments  with  adequate 
fk^edom  of  movement;  and 

(ii)  Each  nonhuman  primate  housed 
in  a  primary  enclosure  must  be  pro- 
vided with  a  minimum  floor  space 
equal  to  an  area  at  least  three  times 
the  area  occupied  by  the  primate  when 
standing  on  four  feet. 

(2)  On  and  after  February  15, 1994: 

(1)  The  minimum  space  that  must  be 
provided  to  each  nonhuman  primate, 
whether  housed  individually  or  with 
other  nonhuman  primates,  will  be  de- 
termined by  the  typical  weight  of  ani- 
mals of  its  species,  except  for 
brachiating  species  and  great  apes^  and 
will  be  calculated  by  using  the  fol- 
lowing table:  * 


Group 

WeigM 

Floor  area  animal 

Height 

(m»> 

in. 

(cm.) 

1   

1.6 
3.0 
4.3 

(0.15) 
(0.28) 
49-40) 

20 
30 

ao 

(50  8) 
(76.2) 

2 

6.e-22i>  

(1-3)  

a-10)  

3 The  different  species  of  nonhuman  pri- 
mates are  divided  into  six  weight  groups  for 
determining  minimum  space  requirements, 
except  that  all  brachiating"  species  of  any 
weijrht  are  KTOuped  tojrether  since  they  re- 
quire additional  space  to  engage  in  species- 
typical  behavior.  The  grouping  provided  la 
based  upon  the  typical  weight  for  various 
si>ecies  and  not  on  changes  associated  with 
obesity,  aging,  or  pregnancy.  These  condi- 
tions will  not  be  considered  in  determining  a 
nonhuman  primate's  weight  group  unless  the 
animal  is  obviously  unable  to  make  normal 
postural  adjustments  and  movements  within 
the  primary  enclosure.  Different  species  of 
prosimians  vary  in  weight  and  should  be 
grouped  with  their  appropriate  weight  group. 
They  have  not  been  included  in  the  weight 
table  since  different  species  typically  fall 
into  different  weight  groups.  Infants  and  ju- 
veniles of  certain  species  are  substantially 
lower  In  weight  tliaa  adults  of  tlioee  species 


and  require  the  minimum  space  require- 
ments of  lighter  weight  species,  unless  the 
animal  is  obviously  unable  to  make  normal 
postural  adjustments  and  movements  within 
the  primary  enclosure. 

^  Examples  of  the  kinds  of  nonhuman  pri- 
mates typically  Included  In  each  age  group 
are: 

Group  1— marmosets,  tamarins,  and  infants 
(less  than  6  montha  of  age)  of  various  spe- 
cies. 

Group  2 — capuchins,  squirrel  monkeys  and 
similar  size  species,  and  juveniles  (6  montba 
to  3  years  of  age)  of  various  species. 

Qroup  3 — macaques  and  African  species. 

Group  4— male  maoaquea  and  large  African 
species. 

Group  5— baboons  and  nonbrachiating  spe- 
cies lai^er  than  33.0  lbs.  (15  kg.). 

Group  &— great  apes  over  55.0  lbs.  (25  kg.), 
except  as  provided  in  paragraph  (b>(2)(ii)  of 
this  section,  and  brachiating  apedea. 
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Group 

WMQM 

Floor  area/animal 

Height 

Iw. 

(k8-) 

(m») 

in. 

(an.) 

4  

22  0-33  0   

60 
80 

25.1 

(0.56) 
(0.74) 
(2.33) 

32 
36 
84 

(81  28) 
(91  44) 
(213.36) 

5  

33  0-55  0   

(15-25)   

6  

over  55.0   

(over  25)  

(ii)  Dealers,  exhibitors,  and  research 
facilities,  including  Federal  research 
facilities,  must  provide  great  apes 
weighing  over  110  ll>8.  (60  kg)  an  addi- 
tional volume  of  space  in  excess  of  that 
required  for  Group  6  animals  as  set 
forth  in  paragraph  (b)(2)(i)  of  this  sec- 
tion, to  allow  for  normal  postural  ad- 
justments. 

tiii)  In  the  case  of  research  facilities, 
any  exemption  from  these  standards 
most  be  required  by  a  research  pro- 
posal or  in  the  Judgment  of  tiie  attend- 
ing  veterinarian  and  must  be  approved 
by  the  Committee.  In  the  case  of  deal- 
ers and  exhibitors,  any  exemption  from 
these  standards  must  be  required  in  the 
judgment  of  the  attending  veterinarian 
and  approved  by  the  Administrator. 

(iv")  When  more  than  one  nonhuman 
primate  is  boused  in  a  primary  enclo- 
sure, the  minimum  space  requirement 
for  the  enclosure  is  the  sum  of  the  min- 
imum floor  area  space  required  for 
each  individual  nonhuman  primate  in 
the  table  in  paragraph  (b)(2)(i)  of  this 
section,  and  the  minimum  height  re- 
quirement for  the  largest  nonhuman 
primate  housed  in  the  enclosure.  Pro- 
vided however,  that  mothers  with  in- 
finnts  less  than  6  months  of  age  may  be 
maintained  together  in  primary  enclo- 
sures that  meet  the  floor  area  space 
and  height  requirements  of  the  mother. 

(c)  Innovative  primary  enclosures  not 
precisely  meeting  the  floor  area  and 
height  requirements  provided  in  para- 
graphs (b)(1)  and  (b)(2)  of  this  section, 
but  that  do  provide  nonhuman  pri- 
mates with  a  sufficient  volume  of  space 
and  the  opportunity  to  exinress  species- 
typical  behavior,  may  be  used  at  re- 
search facilities  when  approved  by  the 
Committee,  and  by  dealers  and  exhibi- 
tors when  approved  by  the  Adminisr 
trator. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0003) 


S3.81   Environment    enhancement  to 
promote  psychological  well-being. 

Dealers,  exhibitors,  and  research  fa- 
cilities must  develop,  document,  and 

follow  an  appropriate  plan  for  environ- 
ment enhancement  adequate  to  pro- 
mote the  psychological  well-being  of 
nonhuman  primates.  The  plan  must  be 

in  accordance  with  the  currently  ac- 
cepted professional  standards  as  cited 
in  appropriate  professional  journals  or 
reference  guides,  and  as  directed  by  the 
attending  veterinarian.  This  plan  must 
be  made  available  to  APHIS  upon  re- 
quest, and,  in  the  case  of  research  fa- 
cilities, to  oflllcials  of  any  pertinent 
fundi n'JT  agrency.  The  plan,  at  a  min- 
imum, must  address  each  of  the  fol- 
lowing: 

(a)  SocieU  grouping.  The  environment 

enhancement  plan  must  include  spe- 
cific provisions  to  address  the  social 
needs  of  nonhuman  primates  of  species 
known  to  exist  In  social  groups  in  na- 
ture.  Such  specific  provisions  must  be 
in  accordance  with  currently  accepted 
professional  standards,  as  cited  in  ap- 
proinriate  professional  journals  or  ref- 
erence guides,  and  as  directed  by  the 
attending  veterinarian.  The  plan  may 
provide  for  the  following  exceptions: 

(1)  If  a  nonhuman  primate  «diiblts 
vicious  or  overly  aggressive  behavior, 
or  is  debilitated  as  a  result  of  age  or 
other  conditions  (e.g.,  arthritis),  it 
should  be  housed  separately; 

(2)  Nonhuman  primates  that  have  or 
are  suspected  of  having  a  contagious 
disease  must  be  isolated  from  healthy 
animals  in  the  colony  as  directed  by 
the  attending  veterinarian.  When  an 
entire  group  or  room  of  nonhuman  pri- 
mates is  known  to  have  or  believed  to 
be  exposed  to  an  infectious  agent,  the 
group  may  be  kept  intact  durinj?  the 
process  of  diagnosis,  treatment,  and 
control. 

(3)  Nonhuman  primates  may  not  be 
housed  with  other  species  of  primates 
or  animals  unless  they  are  compatible, 
do  not  prevent  access  to  food,  water,  or 
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shelter  by  individual  animals,  and  are 
not  known  to  be  hazardous  to  the 
health  and  well-being  of  each  other. 
Oompatibility  of  nonliuman  primates 
must  be  deteffmined  in  accordance  with 
generally  accepted  professional  prac- 
tices and  actual  observations,  as  di- 
rected by  the  attending  veterinarian, 
to  ensure  that  the  nonhuman  primates 
are  in  fact  compatible.  Individually 
housed  nonhuman  primates  must  be 
able  to  see  and  hear  nonhuman  pri- 
mates of  their  own  or  compatible  spe- 
cies unless  the  attending-  veterinarian 
determines  that  it  would  endanger 
their  health,  safety,  or  well-being. 

(b)  Environmental  enrichment.  The 
physical  environment  in  the  primary 
enclosures  must  be  enriched  by  pro- 
viding means  of  expressing  noninju- 
rious  species-typical  activities.  Species 
differences  should  be  considered  when 
determining  the  type  or  methods  of  en- 
richment. Examples  of  environmental 
enrichments  inolnde  providing  perches, 
swings,  mirrors,  and  other  increased 
cage  complexities;  providing  objects  to 
manipulate;  varied  food  Items;  using 
foraging  or  task-oriented  feeding  meth- 
ods: and  providing  interaction  with  the 
care  giver  or  other  lamlilar  and  knowl- 
edgeable person  consistent  with  per- 
sonnel safety  precautions. 

(c)  Special  considerations.  Certain 
nonhuman  primates  must  be  provided 
special  attention  regarding  enhance- 
ment of  their  environment,  based  on 
the  needs  of  the  individual  species  and 
in  accordance  with  the  instructions  of 
the  attending  veterinarian.  Nonhmnan 
primates  requiring  special  attention 
are  the  following: 

(1)  Infants  and  young  juveniles; 

(2)  Those  that  show  signs  of  being  in 
psyOhologloal  distress  through  behav- 
ior or  appearance; 

(3)  Those  used  in  research  for  which 
^e  Oonmiittee-approved  protocol  re- 
quires restricted  activity; 

(4>  Individually  housed  nonhuman 
primates  that  are  unable  to  see  and 
hear  nonhuman  primates  of  their  own 
or  compatible  species:  and 

(5)  Great  apes  weighing  over  110  lbs. 
(50  kg).  Dealers,  exhibitors,  and  re- 
search f^usilitles  must  include  in  the 
environment  enhancement  plan  SPOCial 
provisions  for  great  apes  weighing  over 


110  lbs.  (50  kg),  including  additional  op- 
portunities to  express  species-typical 

behavior. 

(d)  Restraint  devices.  Nonhuman  pri- 
mates must  not  be  maintained  in  re- 
straint devices  unless  required  for 

health  reasons  as  determined  by  the  at- 
tending veterinarian  or  by  a  research 
proposal  approved  by  the  Committee  at 
research  fitcilities.  Maintenance  under 
such  restraint  must  be  for  the  shortest 
period  possible.  In  instances  where 
long-term  (more  than  12  hours)  re- 
straint is  required,  the  nonhuman  pri- 
mate must  be  provided  the  opportunity 
daily  for  unrestrained  activity  for  at 
least  one  continuous  hour  during  the 
period  of  restraint,  unless  continuous 
restraint  is  required  by  the  research 
proposal  approved  the  Oonmiittee  at 
research  facilities. 

(e)  Eu'viptions.  (1)  The  attending  vet- 
erinarian may  exempt  an  individual 
nonhuman  primate  from  participation 
in  the  environment  enhancement  plan 
because  of  Its  health  or  condition,  or  in 
consideration  of  its  well-being.  The 
basis  of  the  exemption  must  be  re- 
corded by  the  attending  veterinarian 
for  each  exempted  nonhuman  primate. 
Unless  the  basis  for  the  exemption  is  a 
permanent  condition,  the  exemption 
must  be  reviewed  at  least  every  30  days 
by  the  attending  veterinarian. 

(2)  For  a  research  fEusility,  the  Com- 
mittee may  exempt  an  individual 
nonhuman  primate  from  participation 
in  some  or  all  of  the  otherwise  required 
environment  enhancement  plans  for 
scientific  reasons  set  forth  in  the  re- 
search proposal.  The  basis  of  the  ex- 
emption shall  be  documented  In  the  ap- 
proved proposal  and  must  be  reviewed 
at  appropriate  intervals  as  determined 
by  the  Committee,  but  not  less  than 
annually. 

(3)  Kecords  of  any  exemptions  must 
be  maintained  by  the  dealer,  exhibitor, 
or  research  facility  and  must  be  made 

available  to  USDA  officials  or  officials 
of  any  pertinent  funding  Federal  agen- 
cy upon  request. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0093) 
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Animal  Health  and  Husbandry 
Standards 

§3^  Feeding. 

(a)  The  diet  for  nonhuman  primates 
must  be  appropriate  for  the  species, 
size,  age.  and  condition  of  the  animal, 
and  for  the  conditions  in  which  the 
nonhuman  primate  is  maintained,  ac- 
cording to  generally  accepted  profes- 
sional and  hnslMindry  practices  and  nu- 
tritional  standards.  The  food  must  be 
clean,  wholesome,  and  palatable  to  the 
animals.  It  must  be  of  sufficient  quan- 
tity and  liave  snfflcient  nutritive  yalue 
to  maintain  a  healthful  condition  and 
weight  range  of  the  animal  and  to  meet 
its  normal  daily  nutritional  require- 
ments. 

(b)  Nonhuman  primates  must  be  fed 
at  least  once  each  day  except  as  other- 
wise might  be  required  to  provide  ade- 
quate veterinary  care.  Infant  and  juve- 
nile nonhuman  primates  must  be  fed  as 
often  as  necessary  in  accordance  with 
generally  accepted  professional  and 
hushandry  practices  and  nutritional 
standards,  based  upon  the  animals*  age 
and  condition. 

(c)  Food  and  food  receptacles,  if  used, 
must  he  readily  accessible  to  all  the 
nonhuman  primates  being  fed.  If  mem- 
bers of  dominant  nonhuman  primate  or 
other  species  are  fed  together  with 
other  nonhuman  primates,  multiple 
feeding  sites  must  be  provided.  The 
animals  must  be  observed  to  determine 
that  all  receive  a  sufficient  quantity  of 
food. 

(d)  Food  and  food  receptacles,  if  used, 
must  be  located  so  as  to  minimize  any 
risk  of  contamination  by  excreta  and 
pests.  Food  receptacles  must  be  kept 
clean  and  must  be  sanitized  in  accord- 
ance with  the  procedures  listed  in 
§3.84(bx3)  of  this  subpart  at  least  once 
every  2  weeln.  Used  food  receptacles 
must  be  sanitized  before  they  can  be 
used  to  provide  food  to  a  different 
nonhuman  primate  or  social  grouping 
of  nonhuman  primates.  Measures  must 
be  taken  to  ensure  there  Is  no  molding, 
deterioration,  contamination,  or  cak- 
ing or  wetting  of  food  placed  in  self- 
feeders. 

§3.83  Watering. 

Potable  water  must  be  provided  in 
sufficient  quantity  to  every  nonhuman 


primate  housed  at  the  facility.  If  pota- 
ble water  is  not  continually  available 
to  the  nonhuman  primates,  it  must  be 
offered  to  them  as  often  as  necessary 
to  ensure  their  health  and  well-being, 
but  no  less  than  twice  daily  for  at  least 
1  hour  each  time,  unless  otherwise  re- 
quired by  the  attending  veterinarian, 
or  as  required  by  the  research  proposal 
approved  by  the  Committee  at  research 
facilities.  Water  receptacles  must  be 
kept  clean  and  sanitized  in  accordance 
with  methods  provided  In  §  3.84(b)(3)  of 
this  subpart  at  least  once  every  2 
weeks  or  as  often  as  necessary  to  keep 
them  clean  and  tree  from  oontaminar 
tion.  Used  water  receptacles  must  be 
sanitized  before  they  can  be  used  to 
provide  water  to  a  di^erent  nonhuman 
primate  or  social  grouping  of 
nonhuman  primates. 

(Approved  by  the  OfXioe  of  Management  and 
Budget  under  control  number  0679-0003) 

%ZS4  Cleaning,    sanitisatiow,  house- 
Irfwuiiiigi  and  pest  oontraL 

(a)  Cleaning  of  primary  enclosures.  Ex- 
creta, and  food  waste  must  be  removed 
from  inside  each  indoor  primary  enclo- 
sure daily  and  from  underneath  them 
as  often  as  necessary  to  prevent  an  ex- 
cessive accumulation  of  feces  and  food 
waste,  to  prevent  the  nonhuman  pri- 
mates from  becoming  soiled,  and  to  re- 
duce disease  hazards,  insects,  pests, 
and  odors.  Dirt  floors,  floors  with  ab- 
sorbent bedding,  and  planted  areas  in 
primary  enclosures  must  be  spot- 
cleaned  with  sufficient  frequency  to 
ensure  all  animals  the  freedom  to 
avoid  contact  with  excreta,  or  as  often 
as  necessary  to  reduce  disease  hasards, 
insects,  pests,  and  odors.  When  steam 
or  water  is  used  to  clean  the  primary 
enclosure,  whether  by  hosing,  flusliing, 
or  other  methods,  nonhuman  primates 
must  be  removed,  unless  tho  pnclosure 
is  large  enough  to  ensure  the  animals 
will  not  be  harmed,  wetted,  or  dis- 
tressed in  the  process.  Perches,  bars, 
and  shelves  must  be  kept  clean  and  re- 
placed when  worn.  If  the  species  of  the 
nonhuman  primates  housed  in  the  pri- 
mary enclosure  ei^ages  in  scent  mark- 
ing, hard  surfaces  in  the  primary  enclo- 
sure must  be  spot-cleaned  daily. 

(b)  Sanitization  of  primary  enclosures 
and  food  and  water  receptacles,  (1)  A 


84 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Sen^ice.  USDA 


§3.86 


used  primary  enclosure  must  be  sani- 
tized in  accordance  with  this  section 
before  it  can  be  used  to  house  another 
nonhuman  primate  or  group  of 
nonhuman  primates. 

(2)  Indoor  primary  enclosures  must 
be  sanitized  at  least  once  every  2  weeks 
and  as  often  as  necessary  to  prevent  an 
excessive  accumulation  of  dirt,  debris, 
waste,  food  waste,  excreta,  or  disease 
hazard,  using  one  of  the  methods  pre- 
scribed in  paragraph  (b)(3)  of  this  sec- 
tion. However,  If  the  species  of 
nonhuman  primates  housed  in  the  pri- 
mary enclosure  engages  In  scent  mark- 
ing, the  primary  enclosure  must  be 
sanitized  at  regrular  intervals  deter- 
mined in  accordance  with  generally  ac- 
cepted professional  and  husbandry 
practices. 

(3)  Hard  surfaces  of  primary  enclo- 
sures and  food  and  water  receptacles 
must  be  sanitized  using  one  of  the  fol- 
lowing methods: 

(i)  Live  steam  under  pressure; 

(ii)  Washing  with  hot  water  (at  least 
180  °F  (82.2  °CV)  and  soap  or  detergent, 
such  as  in  a  mechanical  cage  washer; 

(iii)  Wasihlner  an  soiled  surfaces  with 
appropriate  detergent  solutions  or  dis- 
infectants, or  by  usiner  a  combination 
detergent/ disinfectant  product  that  ac- 
complishes the  same  purpose,  with  a 
thorough  cleaning  of  the  surfaces  to  re- 
move organic  material,  so  as  to  remove 
all  organic  material  and  mineral  build- 
up, and  to  provide  sanitization  followed 
hy  a  clean  water  rinse. 

(4)  Primary  enclosures  containing 
material  that  cannot  be  sanitized  usin.; 
the  methods  provided  in  paragiapii 
(b)(3)  of  this  section,  such  as  sand, 
gravel,  dirt,  absorbent  bedding,  grass, 
or  planted  areas,  must  he  sanitized  by 
removing  the  contaminated  material 
as  necessary  to  prevent  odors,  diseases, 
pests,  insects,  and  vermin  infestation. 

(c)  Housekeeping  for  premises.  Prem- 
ises where  housing  faollltles  are  lo- 
cated, Including  buildings  and  sur- 
rounding grounds,  must  be  kept  clean 
and  in  good  repair  in  order  to  protect 
the  nonhuman  primates  from  injury,  to 
facilitate  the  husbandry  inactlces  re- 
quired in  this  subpart,  and  to  reduce  or 
eliminate  breeding  and  living  areas  for 
rodents,  pests,  and  vermin.  Premises 
must  be  kept  tree  of  accumulations  of 
trash.  Junk,  waste,  and  discarded  mat- 


ter. Weeds,  grass,  and  bushes  must  be 
controlled  so  as  to  facilitate  cleaning 
of  the  premises  and  pest  control. 

(d)  Pest  control.  An  effective  program 
for  control  of  insects,  external 
parasites  affecting  nonhuman  pri- 
mates, and  birds  and  mammals  that 
are  pests,  must  be  established  and 
maintained  so  as  to  promote  the  health 
and  well-being  of  the  animals  and  re- 
duce contamination  by  pests  in  animal 
areas. 

§3.85  Emplo3rees. 

Every  person  subject  to  the  Animal 
Welfare  regulations  (9  CFR  parts  1.  2, 
and  3)  maintaining  nonhuman  primates 
must  have  enough  employees  to  carry 
out  the  level  of  husbandry  practices 
and  care  required  in  this  subpart.  The 
employees  who  provide  husbandry 
practices  and  care,  or  handle 
nonhuman  primates,  must  be  trained 
and  supervised  by  an  individual  who 
has  the  knowledge,  background,  and 
experience  in  proper  husbandry  uid 
care  of  nonhuman  primates  to  super- 
vise others.  The  employer  must  Vie  cer- 
tain that  the  supervisor  can  perform  to 
these  standards. 

TRANSPORTATIOiN  STANDARDS 

§8,86   Consignments  to  eaRiars  «ld  In^ 

termediate  handlers. 

(a)  Carriers  and  intermediate  han- 
dlers must  not  accept  a  nonhuman  pri- 
mate for  transport  in  commerce  more 

than  1  houi's  before  the  scheduled  de- 
parture time  of  the  primary  convey- 
ance on  which  the  ammal  is  to  be 
transported.  However,  a  carrier  or  in- 
termediate handler  may  agree  with 
an.vone  consitrnintr  a  nonhuman  pri- 
mate to  extend  Lhis  time  by  up  to  2 
hours. 

(b)  Carriers  and  intermeiliate^  han- 
dlers must  not  accept  a  nonhuman  pri- 
mate for  transport  in  commerce  unless 
they  are  provided  with  the  name,  ad- 
dress, telephone  number,  and  telex 
number,  if  applicable,  of  the  consignee. 

(c)  Carriers  and  intermediate  han- 
dlers must  not  accept  a  nonhuman  pri- 
mate for  transport  in  commerce  unless 
the  consignor  certifies  in  writing  to 
the  carrier  or  intermediate  handler 
that  the  nonhuman  primate  was  of- 
fered food  and  water  during  the  4  hours 
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before  delivery  to  the  carrier  or  inter- 
mediate handler.  The  certification 
rnnat  be  securely  attached  to  the  out- 
side of  the  primary  enclosure  in  a  man- 
ner that  makes  it  easily  noticed  and 
read.  Instructions  for  no  food  or  water 
are  not  acceptable  unless  directed  by 
the  attending  veterinarian.  Instruc-  * 
tions  must  be  in  compliance  with  §3.89 
of  this  subpart.  The  certification  must 
include  the  following  information  for 
each  nonhnman  jnrlinate: 

(1)  The  consignor's  name  and  address; 

(2)  The  species  of  nonhuman  primate; 

(3)  The  time  and  date  the  animal  was 
last  M  and  watered  and  the  specific 
instructions  for  the  next  feeding(s)  and 
watering's)  for  a  24-hour  period:  and 

(4)  The  consignor  s  signature  and  the 
date  and  time  the  certification  was 
signed. 

(d)  Carriers  and  intermediate  han- 
dlers must  not  accept  a  nonliuman  pri- 
mate for  transport  in  commerce  unless 
the  primary  enclosure  meets  the  re- 
quirements of  §3.87  of  this  subpart.  A 
carrier  or  intermediate  handler  must 
not  accept  a  nonhuman  primate  for 
transport  if  the  primary  enclosure  is 
obviously    defective    or   damaged  and 

cannot  reasonably  be  expected  to  safe- 
ly and  comfortably  contain  the 
nonhuman  primate  without  suffering 

or  injury. 

(e)  Carriers  and  intermediate  han- 
dlers must  not  accept  a  nonhuman  pri- 
mate for  transport  in  commerce  unless 
their  animal  holding  area  facilities 
meet  the  minimum  temperature  re- 
quirements provided  in  H3.91  and  3.92 
of  this  subpart,  or  unless  the  consignor 
provides  them  with  a  certificate  signed 
by  a  veterinarian  and  dated  no  more 
than  10  days  before  delivery  of  the  ani- 
mal to  the  carrier  or  intermediate  han- 
dler for  transport  in  commerce,  certi- 
fying that  the  animal  is  acclimated  to 
temperatures  lower  than  those  that  are 
required  in  §§3.91  and  3.92  of  this  sub- 
part. Even  if  the  carrier  or  inter- 
mediate handler  receives  this  certifi- 
cation, the  temperatures  the 
nonhuman  primate  is  exjwsed  to  while 
in  the  carrier  s  or  intermediate  han- 
dler's custody  must  not  be  lower  than 
the  minimum  temperature  spedfled  by 
the  veterinarian  in  accordance  with 
paragraph  (eK4)  of  this  section,  and 
must  be  reasonably  within  the  gen- 


erally and  professionally  accepted  tem- 
perature range  for  the  nonhuman  pri- 
mate, as  determined  by  the  veteri- 
narian, considering  its  age.  condition, 
and  species.  A  copy  of  the  certification 
must  accompany  the  nonhuman  pri- 
mate to  its  destination  and  must  in- 
clude the  followinsr  information  for 
each  primary  enclosure: 

(1)  The  consignor's  name  and  addi-ess; 

(2)  The  number  of  nonhuman  pri- 
mates contained  in  the  primary  enclo- 
sure; 

(3)  The  species  of  nonhuman  primate 
contained  in  the  primary  enclosure; 

(4)  A  statement  by  a  veterinarian 
that  to  the  best  of  his  or  ber  knowl- 
edge, each  of  the  nonhuman  primates 
contained  in  the  primary  enclosure  is 
acclimated  to  air  temperatures  lower 
than  50  "F  (10  °C).  but  not  lower  than  a 
minimum  temperature  specified  on  the 
certificate  based  on  the  generally  and 
profesidonally  accepted  temperature 
range  for  the  nonhuman  primate,  con- 
sidering its  age,  condition,  and  species; 
and 

(6)  The  veterinarian's  signature  and 

the  date  the  certification  was  signed. 

(f)  When  a  primary  enclosure  con- 
taining a  nonhuman  primate  has  ar- 
rived at  the  animal  holding  area  of  a 
terminal  facility  after  transport,  the 
carrier  or  intermediate  handler  must 
attempt  to  notify  the  consignee  upon 
arrival  and  at  least  once  in  every  6- 
hour  period  after  arrival.  The  time, 
date,  and  method  of  all  attempted  noti- 
fications and  the  actual  notification  of 
the  consignee,  and  the  name  of  the  per- 
son who  notifies  or  attempts  to  notify 
the  consignee  must  be  written  either 
on  the  carrier's  or  intermediate  han- 
dler's copy  of  the  shipping  document  or 
on  the  copy  that  accompanies  the  pri- 
mary enclosure.  If  the  consignee  can- 
not be  notified  within  24  hours  after 
the  nonhuman  primate  has  arrived  at 
the  terminal  facility,  the  carrier  or  in- 
termediate handler  must  return  the 
animal  to  the  consignor  or  to  whom- 
ever the  consignor  designates.  If  the 
consisrnee  is  notified  of  the  arrival  and 
does  not  take  physical  delivery  of  the 
nonhuman  primate  within  48  hours 
after  arrival  of  the  nonhuman  primate, 
the  carrier  or  intermediate  handler 
must  return  the  animal  to  the  con- 
signor or  to  wh(»never  the  consignor 
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designates.  The  carrier  or  intermediate 
handler  must  continue  to  provide  prop- 
er care,  feeding,  and  housing  to  the 
nonhuman  primate,  and  maintain  the 
nonhmnan  pfrimate  in  accordance  with 
grenei'ally  accepted  professional  and 
husbandry  practices  until  the  con- 
signee accepts  delivery  of  the 
nonbnman  primate  or  until  it  is  re- 
turned to  the  COnsisjnor  or  to  whom- 
ever the  consig-nor  designates.  The  car- 
rier or  intermediate  handler  must  obli- 
gate the  consignor  to  reimburse  the 
carrier  or  intermediate  handler  for  the 
cost  of  return  transportation  and  care. 

(Approved  by  the  Office  of  ManaEonient  and 
Budget  under  control  noxnber  0579-0093) 

{3.87    Primary    enclosures     used  to 
transport  nonhuman  primates. 

Any  person  subject  to  the  Animal 
Welfare  regulations  (9  CFR  parts  1,  2, 
and  3)  must  not  transport  or  deliver  for 
transport  in  commerce  a  nonhuman 
primate  unless  it  is  contained  in  a  pri- 
mary enclosure,  such  as  a  compart- 
ment, tran8];K>rt  cage,  carton,  or  crate, 
and  the  following  requirements  are 
met: 

(a)  Construction  of  primary  enclosures. 
Primary  enclosures  used  to  transport 
nonhuman  primates  may  be  connected 
or  attached  to  each  other  and  must  be 
constructed  so  that: 

(1>  The  primary  enclosure  is  strong 
enough  to  contain  the  nonhuman  pri- 
mate securely  and  comfortably  and  to 
withstand  the  normal  rigors  of  trans- 
portation; 

(2)  The  Interior  of  the  enclosure  has 
no  riiarp  points  or  edges  and  no  protru- 
sions that  could  injure  the  animal  con- 
tained in  it; 

(3)  The  nonhuman  primate  is  at  all 
times  securely  contained  within  the 
enclosure  and  cannot  put  any  part  of 
its  body  outside  the  enclosure  in  a  way 
that  could  result  in  injury  to  the  ani- 
mal, or  to  persons  or  animals  nearby; 

(4)  The  nonhuman  primate  can  be 
easily  and  quickly  removed  from  the 
enclosure  in  an  emergency; 

(5)  The  doors  or  other  closures  that 

provide  arcess  into  the  enclosure  are 
secured  with  animal-prcH)f  devices  that 
prevent  accidental  opening  of  Lhe  en- 
closure, including  opening  by  the 
nonhuman  primate; 


(6)  Unless  the  enclosure  is  perma- 
nently affixed  to  the  conveyance,  ade- 
quate devices  such  as  handles  or 
handholds  are  provided  on  its  exterior, 
and  enable  the  enclosure  to  be  lifted 
without  tilting-  it.  and  (^nsure  that  any- 
one handling  the  enclosure  will  not 
come  into  physical  contact  with  the 
animal  contained  inside; 

(7)  Any  material.  tre;itment.  paint, 
preservative,  or  other  chemical  used  in 
or  on  the  enclosure  is  nontoxic  to  the 
animal  and  not  harmful  to  the  health 
or  well-beins:  of  the  animal: 

(8)  Proper  ventilation  is  provided  to 
the  nonhuman  primate  in  accordance 
with  paragraph  (c)  of  this  section; 

(9)  Ventilation  openings  are  covered 
with  bars,  wire  mesh,  or  smooth  ex- 
panded metal  having  air  spaces;  and 

(10)  The  primary  enclosure  has  a 
solid,  leak-proof  bottom,  or  a  remov- 
able, leak-proof  collection  tray  under  a 
slatted  or  wire  mesh  floor  that  pre- 
vents seepage  of  waste  products,  such 
as  excreta  and  body  fluids,  outside  of 
the  enclosure.  If  a  .slatted  or  wire  mesh 
floor  is  used  in  the  enclosure,  it  must 
be  designed  and  constructed  so  that  the 
animal  cannot  put  any  part  of  its  body 
between  the  slats  or  throu,a:h  the  holes 
in  the  mesh.  It  must  contain  enough 
previously  unused  litter  to  absorb  and 
cover  excreta.  The  litter  must  be  of  a 
suitably  absorbent  material  that  is 
safe  and  nontoxic  to  the  nonhuman  pri- 
mate and  is  appropriate  for  the  species 
transported  in  the  primary  enclosure. 

(b)  Cleaning  of  primary  enclosures.  A 
primaiy  enclosure  used  to  hold  or 
transport  nonhuman  piimates  in  com- 
merce must  be  cleaned  and  sanitized 
before  each  use  in  accordance  with  the 
methods  provided  in  §3.84(bX3)  of  this 
subpart.  ' 

(c>  Ventilation.  (1)  If  the  primary  en- 
closure is  movable,  ventilation  open- 
ings must  be  constructed  in  one  of  the 
following  ways: 

(i)  If  ventilation  openings  are  located 
on  two  opposite  walls  of  the  primary 
enclosure,  the  openings  on  each  wall 
must  be  at  least  16  percent  of  the  total 

surface  area  of  each  such  wall  and  be 

located  above  the  midline  of  the  enclo- 
sure; or 

(11)  If  ventilation  openings  are  lo- 
cated on  all  four  walls  of  the  primary 
enclosure,  the  openings  on  every  wall 
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must  be  at  least  8  percent  of  the  total 
surface  area  of  each  such  wail  and  be 
located  above  the  midline  of  the  enclo- 
sure. 

(2)  Unless  the  primary  enclosure  is 
permanently  affixed  to  the  conveyance, 
projeotlngr  rime  or  similar  devices  must 
be  located  on  the  exterior  of  each  en- 
closure wall  having  a  ventilation  open- 
ing, in  order  to  prevent  obstruction  of 
the  openings.  The  projecting  rims  or 
similar  devices  must  be  large  enough 
to  provide  a  minimum  air  circulation 
space  of  0.75  inches  (1.9  centimeters) 
between  the  primary  enclosure  and 
ansrthing  the  enclosure  is  placed 
against. 

(3)  If  a  primary  enclosure  is  perma- 
nently afnzed  to  the  primary  convey- 
ance so  that  there  is  only  a  front  ven- 
tilation opening  for  the  enclosure,  the 
primary  enclosure  must  be  affixed  to 
the  primary  conveyance  in  such  a  way 
that  the  front  ventilation  opening  can- 
not be  blocked,  and  the  front  ventila- 
tion opening  must  open  directly  to  an 
imobstmcted  aisle  or  passageway  in- 
side of  the  conveyance.  The  ventilation 
opening  must  be  at  least  90  percent  of 
the  total  area  of  the  front  wall  of  the 
enclosure,  and  must  be  covered  with 
bars,  wire  mesh,  or  smooth  expanded 
metal  having  air  spaces. 

(d)  Compatibility.  (1)  Only  one  live 
nonhuman  primate  may  be  transported 
in  a  primary  enclosure,  except  as  fol- 
lows: 

(1)  A  mother  and  her  nursing  infant 
may  be  transported  together; 

(ii)  An  established  male>female  pair 
or  family  group  may  be  transported  to- 
gether, except  that  a  female  in  estrus 
must  not  be  transported  with  a  male 
nonhuman  primate; 

(iii)  A  compatible  pair  of  juveniles  of 
the  same  species  that  have  not  reached 
puberty  may  be  transported  together. 

(2)  Nonhuman  primates  of  different 
species  must  not  be  transported  in  ad- 
jacent or  connecting  primary  enclo- 
sures. 

(e)  Space  requirements.  Primary  enclo- 
sures used  to  transport  nonhuman  pri- 
mates must  be  large  enough  so  that 
each  animal  contained  in  the  primary 
enclosure  has  enough  space  to  turn 
around  freely  in  a  normal  manner  and 
to  sit  in  an  upright,  hands  down  posi- 
tion without  its  head  touching  the  top 


of  the  enclosure.  However,  certain  lart^-- 
er  species  may  be  restricted  in  their 
movements,  in  accordance  with  profes- 
sionally accepted  standards  of  care, 
when  greater  freedom  of  movement 
would  be  dangerous  to  the  animal,  its 
handler,  or  to  other  persons. 

(f)  Marking  and  labeling.  Primary  en- 
closures, other  than  those  that  are  per- 
manently affixed  to  a  conveyance, 
must  be  clearly  marked  in  English  on 
the  top  and  on  one  or  more  sides  with 
the  words  "Wild  Animals."  or  "Live 
Animals,'*  in  letters  at  least  1  inch  (2.5 
cm.)  high,  and  with  arrows  or  other 
markings  to  indicate  the  correct  up- 
right position  of  the  primary  enclo- 
sure. Permanently  affixed  primary  en- 
closures must  be  clearly  marked  in 
IBttgliah  with  laie  words  "WUd  Ani- 
mals'' or  '*Live  Animals,**  in  the  same 
manner. 

(g)  Ac(  nmixinying  documents  and 
records.  Slupping  documents  that  must 
accompany  shipments  of  nonhuman 
primates  may  be  held  by  the  operator 
of  the  primary  conveyance,  for  surface 
transportation  only,  or  must  be  se- 
curely attached  in  a  readily  acoessilile 

manner  to  the  outside  of  any  primary 
enclosuie  that  is  part  of  the  shipment, 
in  a  manner  that  allows  them  to  be  de- 
tached for  examination  and  securely 
reattached,  such  as  in  a  pocket  or 
sleeve.  Instructions  for  administration 
of  drugs,  medication,  and  other  special 
care  must  be  attached  to  each  primary 
enclosure  in  a  manner  that  makes 
them  easy  to  notice,  to  detach  for  ex- 
amination, and  to  reattach  securely. 
Food  and  water  instructions  must  be 
attached  in  accordance  with  f  3.86(c)  of 
this  subpart. 

(Approved  by  the  Office  of  Managrement  and 
Budtret  under  control  number  057WX)93) 

§3.88   Primary  conveyances  (motor  ve- 
hicle, rail,  air,  and  marine). 

(a)  The  animal  cargo  space  of  pri- 
mary conveyances  used  to  transport 
nonhuman  primates  must  be  designed, 
constructed,  and  maintained  in  a  man- 
ner that  at  all  times  protects  the 
health  and  well-being  of  the  animals 
transported  In  It,  ensures  their  safety 
and  comfort,  and  prevents  the  entry  of 
engine  exhaust  from  the  primary  con- 
vesrance  during  transportation. 
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(h)  The  animal  cargo  space  must  have 
a  supply  of  air  that  is  sufficient  for  the 
normal  breathing  of  all  the  animals 
being  transported  in  it. 

(c)  Bach  primary  enclosure  oon- 
»Alnlng  nonhuman  primates  must  be 
positioned  in  the  animal  cargo  space  in 
a  manner  that  provides  protection 
from  the  elements  and  that  allows  each 
nonhuman  primate  enough  air  for  nor- 
mal breathing. 

(d)  During  air  transportation,  the 
ambient  temperature  Inside  a  primary 
conveyance  used  to  transport 
nonhuman  primates  must  be  main- 
tained at  a  level  that  ensures  the 
health  and  well-being  of  the  species 
housed,  in  accordance  with  generally 
accepted  professional  and  husbandry 
practices,  at  all  times  a  nonhuman  pri- 
mate is  present. 

(e)  During  sariBce  transportation, 
the  ambient  temperature  inside  a  pri- 
mary conveyance  used  to  transport 
nonhuman  primates  must  be  main- 
tained between  45  ''F  (7.2  "C)  and  85  "P 
(90  ^'O  at  all  times  a  nonhuman  pri- 
mate is  present. 

(f)  A  primary  enclosure  containing  a 
nonhuman  primate  must  be  placed  far 
enough  away  firom  animals  that  are 
predators  or  natural  enemies  of 
nonhuman  primates,  whether  the  other 
animals  are  in  primary  enclosures  or 
not,  so  that  the  nonhuman  primate 
cannot  touch  or  see  the  other  animals. 

(g)  Primary  enclosures  must  be  posi- 
tioned in  the  primary  conveyance  in  a 
manner  that  allows  the  nonhuman  pri- 
mates to  be  quickly  and  easily  re- 
movpri  from  the  primary  conveyance  in 
an  emergency. 

(hj  The  interior  of  the  ammal  cargo 
space  must  be  kept  clean 

(i)  Nonhuman  primates  must  not  be 
transported  with  any  material,  sub- 
stance (e.g.,  dry  ice),  or  device  in  a 
manner  that  may  reasonably  be  ex- 
pected to  harm  the  nonhuman  primates 
or  cause  inhumane  conditions. 

§8.89  Food  and  water  requirements. 

(a)  Bach  nonhuman  primate  that  is  1 

year  of  age  or  more  must  be  offered 
food^  at  least  once  every  24  hours. 


'Proper  food  for  porpoBes  of  tills  section  Is 
described  in  §3.83  of  this  subpart,  with  the 


Bach  nonhuman  primate  that  is  less 
than  1  year  of  age  must  be  offered  food 
at  least  once  every  12  hours.  Each 
nonhuman  primate  must  be  offered  po- 
table water  at  least  once  every  12 
hours.  These  time  periods  apply  to 
dealers,  exhibitors,  and  research  facili- 
ties, including  Federal  research  facili- 
ties, who  transport  nonhuman  pri- 
mates in  their  own  primary  convey- 
ances, starting  from  the  time  the 
nonhuman  primate  was  last  offered 
food  and  potable  water  before  transpor- 
tation was  begun.  These  time  periods 
apply  to  carriers  and  intermediate  han- 
dlers starting  from  the  date  and  time 
stated  on  the  certification  provided 
under  §  3.86(c)  of  this  subpart.  Bach 
nonhuman  piimate  must  be  offered 
food  and  potable  water  within  4  hours 
before  being  transported  in  commerce. 
Consignors  who  are  subject  to  the  Ani- 
mal Welfare  regulations  (9  CFR  parts  1. 
2,  and  3)  must  certify  that  each 
nonhuman  primate  was  offered  food 
and  potable  water  within  the  4  hours 
preceding  delivery  of  the  nonhuman 
primate  to  a  carrier  or  intermediate 
handler  for  transportation  in  com- 
merce, and  must  certify  the  date  and 
time  the  food  and  potable  water  was  of- 
fered, in  accordance  with  § 3.86(c)  of 
this  subpart. 

(b)  Any  dealer,  exhibitor,  or  research 
faulty.  Including  a  Federal  research 
facility,  offering  a  nonhuman  primate 
to  a  carrier  or  intermediate  handler  for 
transportation  in  commerce  must  se- 
curely attach  to  the  outside  of  the  pri- 
mary enclosure  used  for  transporting 
the  nonhuman  primate,  written  in- 
structions for  a  24-hour  period  for  the 
in-transit  food  and  water  requirements 
of  the  nonhuman  primate(s)  contained 
in  the  enclosure.  The  instructions  must 
be  attached  in  a  manner  that  makes 
them  easily  noticed  and  read. 

(o)  Food  and  water  receptacles  must 
be  securely  attached  inside  the  pri- 
mary enclosure  and  placed  so  that  the 
receptacles  can  be  filled  from  outside 
of  the  enclosure  without  opening  the 
door.  Food  and  water  receptacles  must 
be  designed,  constructed,  and  installed 
so  that  a  nonhuman  primate  cannot 


neoeaaities  and  ciroumBtanoes  of  the  mode  of 
travel  taken  into  account. 
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leave  the  primary  enclosure  tbrougll 

the  food  or  water  opening. 

(Appioved  by  the  Office  of  Management  and 
Bad««t  under  control  nomber  0579-0098) 

§3.90    Care  in  transit. 

(a)  Surface  transportation  (ground  and 
water).  Any  person  subject  to  the  Ani- 
mal Welfare  regulations  (9  CFR  parts  1, 
2.  and  3)  transporting  nonhuman  pri- 
mates in  commerce  must  ensure  that 
tbe  operator  of  the  convesranoe  or  a 
person  accompanying  the  operator  of 
the  conveyance  observes  the  nonhuman 
primates  as  often  as  circumstances 
allow,  but  not  less  than  once  every  4 
hours,  to  make  sure  that  they  have  suf- 
ficient air  for  normal  breathing,  that 
the  ambient  temperature  is  within  the 
limits  provided  in  f  3.88(d)  of  this  sub- 
part, and  that  all  other  applicable 
standard.s  of  this  .subpart  are  being 
complied  with.  The  regulated  person 
transporting  l^e  nonhuman  primates 
must  ensure  that  the  operator  or  the 
person  accompanying  the  operator  de- 
termines whether  any  of  the  nonhuman 
primates  are  in  obvious  physical  dis- 
tress, and  obtains  any  veterinary  care 
needed  for  the  nonhuman  primates  at 
the  closest  available  veterinary  facil- 
ity. 

(b)  Air  transportation.  During  air 
transportation  of  nonhuman  primates, 
it  is  the  responsibility  of  the  carrier  to 
observe  the  nonhuman  primates  as  fre- 
quently as  circumstances  allow,  but 
not  less  than  once  every  4  hours  if  the 
animal  carcro  area  is  accessible  during 
fUght.  If  the  animal  cargo  area  is  not 
accessible  durinir  flight,  the  carrier 
must  observe  the  nonhuman  primates 
whenever  they  are  loaded  and  unloaded 
and  whenever  the  animal  cargo  space  is 
otherwise  accessible  to  make  sure  that 
the  nonhuman  primates  have  sufficient 
air  for  normal  breathing,  that  the  am- 
bient temperature  is  within  the  limits 
provided  in  § 3.88(d)  of  this  subpart,  and 
tliat  all  other  applicable  standards  of 
this  subpart  are  being  complied  with. 
The  carrier  must  determine  whether 
any  of  the  nonhuman  primates  is  in  ob- 
vious physical  distress,  and  arrange  for 
any  needed  veteriiiary  care  for  the 
nonhuman  primates  as  soon  as  pos- 
sible. 

(c)  If  a  nonhuman  primate  is  obvi- 
ously ill,  injured,  or  in  physical  dls^ 
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tress,  it  must  not  be  transported  in 
commerce,  except  to  receive  veterinary 
care  for  the  condition. 

(d)  Durinir  transportation  in  com- 
merce, a  nonhuman  primate  must  not 
be  removed  from  its  primary  enclosure 
unless  it  is  placed  in  another  primary 
enclosure  or  a  facility  that  meets  the 
requirements  of  §3.80  or  §3.87  of  this 
subpart.  Only  persons  who  are  experi- 
enced and  authorized  by  the  shipper,  or 
authorized  by  the  consignor  or  the  con- 
signee upon  delivery.  If  the  animal  is 
consigned  for  transportation,  may  re- 
move nonhuman  primates  trom  their 
primary  enclosure  during  transpor- 
tation in  commerce,  unless  required  for 
the  health  or  well-being  of  the  animal. 

(e)  The  transportation  regulations 
contained  in  this  subpart  must  be  com- 
plied with  until  a  consignee  takes 
physical  delivery  of  the  animal  if  the 
animal  is  consigned  for  transportation, 
or  until  the  animal  is  returned  to  the 
consignor. 

TemliMlfiMsflitiefl. 

(a)  Placement.  Any  persons  subject  to 

the  Animal  Welfare  regulations  (9  CFR 
parts  1,  2,  and  3)  must  not  commingle 
shipments  of  nonhuman  primates  with 
inanimate  cargo  or  with  Other  animals 
in  animal  holding  areas  of  terminal  fa- 
cilities. Nonhuman  primates  must  not 
be  placed  near  any  other  animals,  in- 
cluding other  species  of  nonhuman  pri- 
mates, and  must  not  be  able  to  touch 
or  see  any  other  animals,  including 
ot^er  species  of  nonhuman  primates. 

(b)  Cleaning,  sanitization,  and  pest  con- 
trol. All  animal  holding  areas  of  ter- 
minal facilities  must  be  cleaned  and 
sanitised  in  a  manner  prescribed  in 
§3.84(bK3)  of  this  subpart,  as  often  as 
necessary  to  prevent  an  accumulation 
of  debris  or  excreta  and  to  minimize 
vermin  Infestation  and  disease  hazards. 
Terminal  feujillties  must  follow  an  ef- 
fective program  in  all  animal  holding 
areas  for  the  control  of  insects, 
ectoparasites,  and  birds  and  mammals 
that  are  pests  of  nonhuman  primates. 

(c)  Ventilation.  Ventilation  must  be 
provided  in  any  animal  holding  area  in 
a  terminal  fEbcility  containing 
nonhuman  primates  by  means  of  win- 
dows, doors,  vents,  or  air  conditioning. 
The  air  must  be  circulated  by  fans, 
blowers,  or  air  conditioning  so  as  to 
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minimize  drafts,  odors,  and  moisture 

condensation.  Auxiliary  ventilation, 
such  as  exhaust  lans,  vents,  fans,  blow- 
ers, or  air  conditioning,  must  be  used 
in  any  animal  holding  area  containing 
nonhuman  primates  when  the  ambient 
temperature  is  86  °F  (29.5  °C)  or  higher. 

(d)  Temperature.  The  ambient  tem- 
perature in  an  animal  holding  area 
containing-  nonhuman  primates  mu.st 
not  fall  below  45  "F  (7.2  °C)  or  rise 
above  86  °F  (29.5  'C)  for  more  than  four 
consecutive  hours  at  any  time 
nonhuman  primates  are  present.  The 
ambient  temperature  must  be  meas- 
ured in  the  animal  holding  area  by  the 
carrier,  intermediate  handler,  or  a  per- 
son transporting  nonhuman  primates 
who  is  subject  to  the  Animal  Welfare 
regulations  (9  CFR  parts  1,  2,  and  3), 
outside  any  primary  enclosure  con- 
taining a  nonhuman  primate  at  a  point 
not  more  than  3  feet  (0.91  m.)  away 
from  an  outside  wall  of  the  primary  en- 
closure, on  a  level  that  is  even  with  the 
enclosure  and  approximately  midway 
up  the  side  of  the  enclosure. 

(e)  Shelter.  Any  person  subject  to  the 
Animal  Welfare  regulations  (9  OFR 
parts  1,  2,  and  3)  holding  a  nonhuman 
primate  in  an  animal  holding  area  of  a 
terminal  facility  must  provide  the  fol- 
lowii^: 

(1)  Shelter  from  sunlight  and  extreme 
heat.  Shade  must  be  provided  that  is 
sufficient  to  protect  the  nonhuman  pri- 
mate from  the  direct  rays  of  the  sun. 

(2)  Shelter  from  rain  or  snow.  Suffi- 
cient protection  must  be  provided  to 
allow  nonhuman  primates  to  remain 
dry  during  rain,  snow,  and  other  pre- 
cipitation. 

<f)  Duration.  The  length  of  time  any 
person  subject  to  the  Animal  Welfare 
regulations  (9  CFR  parts  1,  2,  and  3)  can 
hnid  a  nonhuman  primate  in  an  animal 
holding  area  of  a  terminal  facility 
upon  arrival  Is  the  same  as  that  pro- 
vided in  {S.86(f)  of  this  subpart. 

S3.92  Handling. 

(a)  Any  person  subject  to  the  Animal 
WeUBOce  regulations  (9  CFR  parts  1,  2, 
and  3)  a  :  >  moves  (including  loading 
and  unloading)  nonhuman  primates 
within,  to,  or  from  the  animal  holding 
area  of  a  terminal  facility  or  a  primary 
conveyance  must  do  so  as  quickly  and 
efficiently  as  possible,  and  must  pro- 


vide the  following  during  movement  of 

the  nonhuman  primate: 

(It  Slirlter  from  .su?ilight  and  extreme 
iieat.  Sufficient  shade  must  be  provided 
to  protect  the  nonhuman  primate  firom 
the  direct  rays  of  the  sun.  A  nonhuman 
primate  must  not  be  exposed  to  an  am- 
bient temperature  above  85  'F  (29.5  "C) 
for  a  period  of  more  than  45  minutes 
while  being  moved  to  or  from  a  pri- 
mary convesrance  or  a  terminal  facil- 
ity. The  ambient  temperature  must  be 
measured  in  the  manner  provided  in 
S3.91(d)  of  this  subpart. 

(2)  Shelter  from  rain  or  snow.  SufXL- 
cient  protection  must  be  provided  to 
allow  nonhuman  primates  to  remain 
dry  during  rain,  snow,  and  other  pre- 
cipitation. 

(3)  Shelter  from  cold  temiperaiures. 
Transporting  devices  on  which 
nonhuman  primates  are  placed  to  move 
them  must  be  covered  to  protect  the 
animals  when  tiie  outdoor  temperature 
falls  below  46  *F  (7.2  ^C).  A  nonhuman 
primate  must  not  be  exposed  to  an  am- 
bient air  temperature  below  45  °F  (7.2 
•C)  for  a  period  of  more  than  45  min- 
utes, unless  it  is  accompanied  by  a  oer^ 
tificate  of  acclimation  to  lower  tem- 
peratures as  provided  in  §  3.86(e)  of  this 
subpart.  The  ambient  temperature 
must  be  measured  in  the  manner  pro- 
vided in  §  3.91(d)  of  this  subpart. 

(b)  Any  person  handling  a  primary 
enclosure  containing  a  nonhuman  pri- 
mate must  use  care  and  must  avoid 
causing  physical  harm  or  distress  to 
the  nonhuman  primate. 

(1)  A  primary  enclosure  containing  a 
nonhuman  primate  must  not  be  placed 
on  unattended  conveyor  belts  or  on  ele- 
vated conveyor  belts,  such  as  baggage 
claim  conveyor  belts  and  inclined  con- 
veyor ramps  that  lead  to  baggage  claim 
areas,  at  any  time:  except  that  n  jii-i- 
mary  enclosure  may  be  placed  on  in- 
clined conveyor  ramps  used  to  load  and 
unload  aircraft  if  an  attendant  Is 
present  at  each  end  of  the  conveyor 
belt. 

(2)  A  primary  enclosure  containing  a 
nonhuman  primate  must  not  be  tossed, 

dropped,  or  needlessly  tilted,  and  must 

not  lie  stacked  in  a  manner  that  may 
reasonably  be  expected  to  result  in  its 
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fallingr.  It  must  be  handled  and  posi- 
tioned in  the  maimer  that  written  in- 
structions and  arrows  on  the  outidde  of 

the  primary  enclosure  indicate. 

(c)  This  section  applies  to  movement 
of  a  nonhuman  primate  from  primary 
conveyance  to  primary  convesrance, 

within  a  primary  conveyance  or  ter- 
minal facility,  and  to  or  from  a  ter- 
minal facility  or  a  primary  convey- 
ance. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0098) 

Subpart  E— Specifications  for  the 
Humane  Handling,  Care, 
Treatment,  and  Transportation 
of  Marine  Mammals 

Sourck:  44  FR  36874,  June  23.  1979,  unless 

otherwise  noted. 

Facilities  and  operating  Standards 

S  3.100  Special  considerations  regard- 
ing oomidiaiioe  andAnr  ▼ariance* 

(a)  All  persons  subject  to  the  Animal 
Welfare  Act  who  maintain  or  otherwise 
handle  marine  mammals  in  captivity 
must  comply  with  the  provialoiis  of 
this  subpart.  <  xcept  that  they  may 
apply  for  and  be  granted  a  variance,® 
by  the  Deputy  Administrator,  from  one 
or  more  specified  provisions  of  §8.104. 
The  provisions  of  this  subpart  shall  not 
apply,  however,  in  emergrency  cir- 
cumstances where  compliance  with  one 
or  more  requirements  would  not  serve 
the  best  interest  of  the  marine  mam- 
mals concerned. 

(b)  An  application  for  a  variance 
must  be  made  to  the  Deputy  Adminis- 
trator in  writing.  The  request  must  in- 
clude: 

(1)  The  species  and  number  of  ani- 
mals involved, 

(2)  A  statement  from  the  attending 
veterinarian  concerning  the  age  and 
health  status  of  the  animals  involved, 
and  oonceming  whether  the  granting  of 
a  variance  would  be  detrimental  to  the 
marine  mammals  involved. 


^Written  permission  from  the  Deputy  Ad- 
ministrator to  operate  as  a  licensee  or  reir- 

Isti-ant  under  the  Act  without  lirinu"  in  full 
compliance  with  one  or  more  specified  provi- 
i^ons  of  {3.104. 


(3)  Each  provision  of  the  regulations 
that  is  not  met, 

(4)  The  time  period  requested  fbr  a 

variance, 

(5)  The  specific  reasons  why  a  vari- 
ance is  requested,  and 

(6)  The  estimated  cost  of  coming  into 
oomidiance,  if  construction  is  involved. 

Cc')  After  receipt  of  an  application  for 
a  variance,  the  Deputy  Administrator 
may  require  the  submission  in  writing 
of  a  report  by  two  experts  rec- 
ommended by  the  American  As.socia- 
tion  of  Zoological  Parks  and  Aquar- 
iums and  annroved  by  the  Deputy  Ad- 
ministrator concerning"  potential  ad- 
verse impacts  on  the  animals  involved 
or  on  other  matters  relating  to  the  ef- 
fects of  the  requested  variance  on  the 
health  and  well-being  of  such  marine 
mammals.  Such  a  report  will  be  re- 
quired only  in  those  cases  when  the 
Deputy  Administrator  determines  that 
such  expertise  is  necessary  to  deter- 
mine whether  the  granting-  of  a  vari- 
ance would  cause  a  situation  detri- 
mental to  the  health  and  well-being  of 
the  marine  mammals  involved.  The 
cost  of  such  report  is  to  be  paid  by  the 
applicant. 

(d)  Variances  granted  for  fiaoillties 
because  of  ill  or  infirm  marine  mam- 
mals that  cannot  be  moved  without 
placing  their  well-being  in  jeopardy,  or 
for  facilities  within  0.3048  meters  (1 
foot)  of  compliance  with  any  space  re- 
quirement may  be  granted  for  up  to  the 
life  of  the  marine  mammals  involved. 
Otherwise,  variances  shall  be  granted 
for  a  period  not  exceeding  July  30,  1986» 
Provided,  however.  That  under  cir- 
cumstances deemed  justified  by  the 
Deputy  Administrator,  a  maximum  ex- 
tension of  1  year  may  be  granted  to  at- 
tain full  compliance.  A  written  request 
for  the  extension  must  be  received  by 
the  Deputy  Administrator  by  BCay  30, 
1986.  Consideration  for  extension  by  the 
Deputy  Administrator  will  be  limited 
to  unforeseen  or  unusual  situations 
such  as  when  necessary  public  funds 
cannot  be  allocated  in  an  appropriate 
time  frame  for  a  facility  lo  attain  full 
compliance  by  July  30,  1986. 

(e>  The  Deputy  Administrator  shall 
deny  any  application  for  a  variance  If 
he  determines  that  it  is  not  justified 
under  the  circumstances  or  that  allow- 
ing it  will  be  detrimental  to  the  healtii 
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and  well-being  of  the  marine  mammals 

involved. 

(f)  Any  facility  housing  marine  mam- 
mals that  does  not  meet  all  of  the 
space  requirements  as  of  July  30.  1984, 
must  meet  all  of  the  requirements  by 
September  28,  1984,  or  may  operate 
without  meeting  snch  requirements 
until  action  is  taken  on  an  application 
for  a  variance  if  the  application  is  sub- 
mitted to  the  Deputy  Administrator  on 
or  before  September  28*  1964. 

(g)  A  research  facility  may  be  grant- 
ed a  variance  from  specified  require- 
ments of  this  subpart  when  such  vari- 
ance is  necessary  for  research  purposes 
and  is  fully  explained  In  the  experi- 
mental design.  Any  time  limitation 
stated  in  this  section  shall  not  be  ap- 
plicable in  such  case. 

[49  FR  26681.  June  28.  1964;  63  FR  2.  Jan.  2. 
1988] 

§8.101   Facilities,  general. 

(a)  Construction  requirements.  (1)  In- 
door and  outdoor  housing  facilities  for 

marine  mammals  must  be  structurally 
sound  and  must  be  maintained  in  good 
repair  to  protect  the  animals  from  in- 
jury, to  contain  the  animals  within  the 
facility,  and  to  restrict  the  entrance  of 
unwanted  animals.  Lagoon  and  similar 
natural  seawater  facilities  must  main- 
tain effective  barrier  fences  extending 
above  the  high  tide  water  level,  or 
other  appropriate  measures,  on  all 
sides  of  the  enclosure  not  contained  by 
dry  land  to  fulfill  the  requirements  of 
this  section. 

(2)  All  marine  mammals  must  be  pro- 
vided with  protection  from  abuse  and 
harassment  by  the  viewing  public  by 
the  use  of  a  sufficient  number  of  uni- 
formed or  readily  identifiable  employ- 
ees or  attendants  to  supervise  Lhe 
▼lowing  public,  or  by  physical  barriers, 
such  as  fences,  walls,  glass  partitions, 
or  distance,  or  any  combination  of 
these. 

(8)  All  surfaces  in  a  primary  enclo- 
sure must  be  constructed  of  durable, 
nontoxic  materials  that  facilitate 
cleaning,  and  disinfection  as  appro- 
priate, sufficient  to  maintain  water 
quality  parameters  as  designated  in 
§3.106.  All  surfaces  must  be  maintained 
in  good  repair  as  part  of  a  regular,  on- 
going maintenance  program.  All  feicili- 
ties  must  implement  a  written  protocol 


on  cleaning  so  that  surfaces  do  not 
constitute  a  health  hazard  to  animals. 

(4)  Facilities  that  utilize  natural 
water  areas,  such  as  tidal  basins,  bays, 
or  estuaries  (subject  to  natural  tide- 
water action),  for  housing  marine 
mammals  are  exempt  from  the  di'ain- 
age  requirements  of  paragraph  (c)(1)  of 
this  section. 

(b)  Wdtcr  and  power  supply.  Reliable 
and  adequate  sources  of  water  and  elec- 
tric power  must  be  provided  by  the  fa- 
cility housing  marine  mammals.  Writ- 
ten contingency  plans  must  be  sub- 
mitted to  and  approved  by  the  Deputy 
Administrator  regarding  emergency 
sources  of  water  and  electric  power  in 
the  event  of  failure  of  the  primary 
sources,  when  such  failure  could  rea- 
sonably be  expected  to  be  detrimental 
to  the  good  health  and  well-being  of 
the  marine  mammals  housed  in  the  fa- 
cility. Contingency  plans  must  include, 
but  not  be  limited  to,  specific  animal 
evacuation  plans  in  the  event  of  a  dis- 
aster and  should  describe  back-up  sys- 
tems and'or  arrangements  for  relo- 
cating marine  mammals  requiring  arti- 
ficially cooled  or  heated  water.  If  the 
emergency  contingency  plan  includes 
release  of  marine  mammals,  the  plan 
must  include  provision  for  recall  train- 
ing and  retrieval  of  such  animals. 

(c)  Drainage  ii)  Adequate  drainage 
must  be  provided  for  all  primary  enclo- 
sure pools  and  must  be  located  so  that 
all  of  l^e  water  contained  in  such  pools 
may  be  effectively  eliminated  when 
necessary  for  cleaning  the  pool  or  for 
other  purposes.  Drainage  effluent  from 
primary  enclosure  pools  must  be  dis- 
posed of  in  a  manner  that  complies 
with  all  applicable  Federal,  State,  and 
local  pollution  control  laws. 

(2)  Drainage  must  be  provided  for  pri- 
mary enclosures  and  areas  Inune- 
diately  surrounding  i)ools.  All  drain 
covers  and  strainers  must  be  securely 
fastened  in  order  to  minimize  the  po- 
tential risk  of  animal  entrapment. 
Drains  must  bp  located  so  as  to  rapidly 
eliminate  excess  water  (except  in 
pools).  Drainage  effluent  must  be  dis- 
posed of  in  a  manner  that  complies 
with  all  applicable  Federal.  State,  and 
local  pollution  control  laws. 

(d)  Storage.  Supplies  of  food  must  be 
stoi^dd  in  fiacillties  that  adequately  pro- 
tect such  supplies  from  deterioration. 
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spoilage  (.harmful  microbial  growth), 
and  vermin  or  other  contamination. 
Refritjerators  and  freezers  (or  chilled 
and  or  iced  coolers  for  under  12  hours) 
must  be  used  for  perishable  food.  No 
substances  that  are  known  to  be  or 
may  be  toxic  or  harmful  to  marine 
mammals  may  be  stored  or  maintained 
in  the  marine  mammal  food  storage  or 
pi  t  paration  areas,  except  that  cleaning 
agents  may  be  kept  In  secured  cabinets 
designed  and  lociated  to  prevent  food 
contamination.  P^ood,  supplements,  and 
medications  may  not  be  used  beyond 
commonly  accepted  dielf  life  or  date 
listed  on  the  label. 

(e)  Waste  dispuaal.  Provision  must  be 
made  for  the  removal  and  disposal  of 
animal  and  food  wastes,  dead  animals, 
trash,  and  debris.  Disposal  facilities 
must  be  provided  and  operated  in  a 
manner  that  will  minimize  odors  and 
the  risk  of  vermin  infestation  and  dis- 
ease hazards.  All  waste  disposal  proce- 
dures must  comply  with  all  applicable 
Federal,  State,  and  local  laws  per^ 
taining  to  pollution  control,  protection 
of  the  environment,  and  public  health. 

(f)  Employee  waahroom  facilities.  Wash- 
room facilities  contalniniT  basins, 
sinks,  and.  as  appropriate,  showers, 
must  be  provided  and  conveniently  lo- 
cated to  maintain  cleanliness  among 
employees,  attendants,  and  volunteers. 
These  facilities  most  be  cleaned  and 
sanitized  dally. 

(g)  Endoswre  or  pool  environmental  en- 
hancements. Any  nonfood  objects  pro- 
vided for  the  entertainment  or  stimula- 
tion of  marine  manmials  must  be  of 
si^cient  size  and  strength  to  not  be 
Inupestible,  readily  breakable,  or  likely 
to  cause  injury  to  marine  mammals, 
and  be  able  to  be  cleaned,  sanitized, 
and/or  replaced  effectively. 

[66FR2S1.  Jan.  3.  20011 

§3.102    Facilities,  indoor. 

(a)  Ambient  temperature.  The  air  and 
water  temperatures  in  indoor  facilities 
shall  be  sufficiently  r^ulated  by  heat- 
ins  or  coolinp  to  protect  the  marine 
mammals  from  extremes  of  tempera- 
ture, to  provide  for  their  good  health 
and  well-beinflT  and  to  prevent  discom- 
fort, in  accordance  with  the  currently 
accepted  practices  as  cited  in  appro- 
priate professional  journals  or  ref- 
erence ffuides,  depending  upon  the  spe- 


cies housed  therein.  Rapid  changes  in 
air  and  water  temperatures  tStaHl  be 
avoided. 

(b)  Ventilation.  Indoor  housing"  facili- 
ties shall  be  ventilated  by  natural  or 
artificial  means  to  provide  a  flow  of 
fresh  air  for  the  marine  mammals  and 
to  minimize  the  accumulation  of  chlo- 
rine fumes,  other  gases,  and  objection- 
able odors.  A  vertical  air  space  aver- 
aging* at  least  1.83  meters  (6  feet)  shall 
be  maintained  in  all  primary  enclo- 
sures housing  marine  mammals,  in- 
cluding pools  of  water. 

(c)  Lighting.  Indoor  housing  facilities 
for  marine  mammals  shall  have  ample 
lighting,  by  natural  or  artificial 
means,  or  both,  of  a  quality,  distribu- 
tion, and  duration  which  is  appropriate 
for  the  species  involved.  Sufficient 
lighting  must  be  available  to  provide 
uniformly  distributed  illumination 
which  is  adequate  to  permit  routine  in- 
spections, observations,  and  cleaning  of 
all  parts  of  the  primary  enclosure  in- 
cluding any  den  areas.  The  lighting 
shall  be  designed  so  as  to  prevent  over- 
oxposuro  of  the  marine  mammals  con- 
tained therein  to  excessive  illumina- 
tion.'' 

[44  FR  36874,  June  22,  1979;  63  FR  2,  Jan.  2. 
1968] 

§3.103    Facilities,  outdoor. 

(a)  Environmental  temperatures.  Ma- 
rine mammals  shall  not  be  housed  in 

outdoor  facilities  unless  the  air  and 
water  temperature  ranges  which  they 
may  encounter  during  the  period  they 
are  so  housed  do  not  adversely  affect 
their  health  and  comfort.  A  marine 
mammal  shall  not  be  introduced  to  an 
outdoor  housing  facility  until  it  is  ac- 
climated to  the  air  and  water  tempera- 
ture ranges  which  it  will  encounter 
therein.  The  following:  requirements 
shall  be  applicable  to  all  outdoor  pools. 

(1)  The  water  surface  of  pools  in  out- 
door primary  enclosures  housing  polar 
bears  and  ice  or  cold  water  dwelling 


■^Liirhtinx  intensity  and  duration  must  be 
consistent  with  the  general  well-being  and 
comfort  of  the  annual  involved.  When  pos- 
sible, it  should  appro.ximate  the  lighting 
conditions  encountered  by  the  animal  in  its 
natural  environment.  At  no  time  shall  the 
lighting  be  such  that  it  will  cause  the  animal 
discomfort  or  trauma. 
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species  of  pinnipeds  shall  be  kept  suffi- 
ciently free  of  solid  ioo  to  allow  for 
entry  and  exit  of  the  auinials. 

(2)  The  water  surface  of  pools  in  out- 
door primary  enclosures  housingr 
cetaceans  and  sea  otters  shall  be  kept 

free  of  ice. 

(3)  No  sirenian  or  warm  water  dwell- 
ing species  of  pinnipeds  or  cetaceans 
shall  be  housed  in  outdoor  pools  where 
water  twnperature  cannot  be  main- 
tained within  t  he  temperature  range  to 
meet  their  needs. 

(b)  Shelter,  Natural  or  artificial  shel- 
ter which  is  appropriate  for  the  species 
concorned,  when  the  local  climatic 
conditions  are  taken  into  consider- 
ation, shall  be  provided  for  all  marine 
mammals  kept  outdoors  to  afford  them 
protection  from  the  weather  or  firom 
direct  sunlight. 

(0)  Perimeter  fence.  On  and  after  May 
17,  2000,  all  outdoor  housing  facilities 
(i.e.,  facilities  not  entirely  indoors) 
must  be  enclosed  by  a  perimetei-  fence 
that  is  of  sufficient  height  to  keep  ani- 
mals and  unauthorized  persons  out. 
Fences  less  than  8  feet  high  for  polar 
bears  or  less  than  6  feet  hig^h  for  other 
mai^ine  mammals  must  be  approved  in 
writing  by  the  Administrator.  The 
fence  must  be  constructed  so  that  it 
protects  marine  mammals  by  restrict- 
ing animals  and  unauthorized  persons 
from  going  through  it  or  under  it  and 
having  contact  with  the  marine  mam- 
mals, and  so  that  it  can  function  as  a 
secondary  containment  system  for  the 
animals  in  the  facility  when  appro- 
priate. The  fence  must  be  of  sufficient 
distance  from  the  outside  of  the  pri- 
mary enclosure  to  prevent  physical 
contact  between  animals  inside  the  en- 
closure and  animals  or  persons  outside 
the  perimeter  fence.  Such  fences  less 
than  3  feet  in  distance  from  the  pri- 
mary enclosure  must  be  approved  in 
writing  by  the  Administrator.  For  nat- 
ural seawater  facilities,  such  as  la- 
goon?, the  perimeter  fence  must  pre- 
vent access  by  animals  and  unauthor- 
ized persons  to  the  natural  seawater  fa- 
cility from  the  abutting  land,  and  must 
encompass  the  land  portion  of  the  fa- 
cility from  one  end  of  the  natural  sea- 
water facility  shoreline  as  defined  by 
low  tide  to  the  other  end  of  the  natural 
seawater  fEtcillty  shoreline  defined  by 


low  tide.  A  perimeter  fence  is  not  re- 
quired: 

(1)  Where  the  outside  walls  of  the  pri- 
mary enclosure  are  made  of  sturdy,  du- 
rable material,  which  may  include  cer- 
tain types  nf  concrete,  wood,  plastic, 
metal,  or  glass,  and  are  high  enough 
and  constructed  in  a  manner  that  re- 
stricts entry  by  animals  and  unauthor- 
ized persons  and  the  Administrator 
gives  written  approval;  or 

(2)  Where  the  outdoor  housing  CbmsII- 
ity  is  protected  by  an  effective  natural 
barrier  that  restricts  the  marine  mam- 
mals to  the  facility  and  restricts  entry 
by  animals  and  unauthorized  persons 
and  the  Administrator  gives  written 
approval;  or 

(3)  Where  appropriate  alternative  se- 
curity measures  are  employed  and  the 
Administrator  gives  written  approval; 
or 

'  1)  For  traveling  facilities  where  ap- 
piupriate  alternative  security  meas- 
ures are  employed. 

[44  FR  36874,  June  22,  1979.  as  amended  at  M 
FR  56147.  Oct.  18. 1999] 

§8.104  SfMice  reifttireiiunita. 

(a)  General.  Marine  mammals  must  be 

housed  in  primary  enclosures  that 
comply  with  the  minimum  space  re- 
quirements prescribed  by  this  part. 
These  enclosures  must  be  constructed 
and  maintained  so  that  the  animals 
contained  within  are  provided  suffi- 
cient space,  both  horizontally  and 
vertically,  to  be  able  to  make  normal 
postural  and  social  .idjustments  with 
adequate  freedom  of  movement,  in  or 
out  of  the  water.  (An  exception  to 
these  requirements  Is  provided  in 
§3. 110(b)  for  Isolation  or  separation  for 
medical  treatment  and/or  medical 
training.)  Enclosures  smaller  than  re- 
quired by  the  standards  may  be  tempo- 
rarily used  for  nonmedical  training, 
breeding,  holding,  and  transfer  pur- 
poses. If  maintenance  in  such  enclo- 
sures for  nonmedical  training,  breed- 
ing, or  holding  is  to  last  longer  than  2 
weeks,  such  extension  must  be  justified 
in  writing  by  the  attending  veteri- 
narian on  a  weekly  basis.  If  mainte- 
nance in  such  enr  losures  for  transfer  is 
to  last  longer  tlian  1  vveek.  such  exten- 
sion must  be  justified  in  writing  by  the 
attending  veterinarian  on  a  weekly 
basis.  Any  enclosure  that  does  not 
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meet  the  minimum  space  requirement 
for  primary  enclosures  (including,  but 
not  limited  to,  medical  pools  or  enclo- 
sures, holdingr  pools  or  enclosures,  and 
gated  side  pools  smaller  than  the  min- 
imum space  requirements)  may  not  be 
used  for  permanent  housing  purposes. 
Rotating  animals  between  enclosures 
that  meet  the  minimum  space  require- 
ments and  enclosures  that  do  not  is  not 
an  acceptable  means  of  complying  with 
the  minimum  space  requirements  for 
primary  enclosures. 

(b)  Cetaceans.  Primary  enclosures 
housing  cetaceans  shall  contain  a  pool 
of  water  and  may  consist  entirely  of  a 
pool  of  water.  Tn  determiniriir  the  min- 
imum space  requifod  in  a  pool  liolding 
cetaceans,  four  factors  must  be  satis- 
fied. These  are  MHD.  depth,  volume, 
and  surface  area.  For  the  purposes  of 
this  subpart,  cetaceans  are  divided  into 
Group  1  cetaceans  and  Group  II 
cetaceans  as  shown  in  Table  m  in  this 
section. 

dVl)  The  required  minimiun  fiori.:orUal 
dimension  CMHD)  of  a  pool  for  Group  I 
cetaceans  shall  be  7.32  meters  (34.0  feet) 
or  two  times  the  average  adult  length 
of  thf  longrest  species  of  Group  I  ceta- 
cean housed  therein  (as  measured  in  a 
parallel  or  liortsontal  line,  from  the  tip 
of  its  upper  jaw.  or  from  the  most  ante- 
rior portion  of  the  head  in  bulbous 
headed  animals,  to  Llie  notch  in  the 
tail  fluked),  whichever  is  greater;  ex- 
cept that  such  MHD  measurement  may 
be  reduced  from  the  greater  number  by 
up  to  20  percent  if  the  amount  of  the 
reduction  is  added  to  the  MHD  at  the 


90-degree  angle  and  if  the  minimum 
volume  and  surface  area  requirements 
are  met  based  on  an  MHD  of  7.82  me- 
ters (24.0  feet)  or  two  times  the  average 

adult  length  of  the  lonsrest  species  of 
Group  I  cetacean  housed  therein, 
whichever  is  greater. 

(ii)  The  MHD  of  a  pool  for  Group  U 
cetaceans  shall  be  7.32  meters  (24.0  feet) 
or  four  times  the  average  adult  length 
of  the  longest  species  of  cetacean  to  be 
housed  therein  (as  measured  in  a  par- 
allel or  horizontal  line  from  the  tip  of 
its  upper  jaw,  or  from  the  most  ante- 
rior portion  of  the  head  in  bulbous 
headed  animals,  to  the  notch  in  the 
tail  fluke),  whichever  is  greater;  except 
that  such  MHD  measurement  may  be 
reduced  from  the  greater  number  by  up 
to  20  percent  if  the  amount  of  the  re- 
duction is  added  to  the  MHD  a?  the  90- 
degree  ant^le  and  if  the  minimum  vol- 
ume and  surface  area  requirements  are 
met  based  on  an  MHD  of  7.32  meters 
(24.0  feet)  or  four  times  the  average 
adult  length  of  fh^  lonirest  species  of 
Group  II  cetacean  lioused  therein, 
whichever  is  greater. 

(iii)  In  a  pool  housing  a  mixture  of 
Group  I  and  Group  II  cetaceans,  the 
MHD  shall  be  the  largest  required  for 
any  cetacean  housed  therein. 

(iv)  Once  the  required  MHD  has  been 
satisfied,  the  pool  size  may  be  required 
to  be  adjusted  to  increase  the  surface 
area  and  volume  wh«i  cetaceans  are 
added.  Examples  of  MHD  and  volume 
requirements  for  Group  I  cetaceans  are 
shown  in  Table  I,  and  for  Group  II 
cetaceans  in  Table  n. 


Table  I— GfKHJp  \  Cetaceans  ^ 


Representative  average  adult 
lengths 

Minimum  horizontal  dimen- 
sion (MHD) 

Minimum  required  depth 

r                                  -  -  — 
Volume  o(  water  required  for 
MGh  additional  ceiacean  1)  «t- 
cess  of  two 

KMWB 

FmI 

Mstara 

FmI 

FmI 

Cubic  meters 

feet 

1.68 

7.32 

24 

1.83 

6 

8.11 

284.95 

2.29 

7.5 

7.32 

24 

1.83 

6 

15.07 

829.87 

?  74 

90 

732 

24 

1  83 

6 

21.57 

763.02 

3.05 

10.0 

7.32 

24 

1.83 

6 

26.73 

942.00 

asi 

11.5 

7.32 

24 

1.83 

8 

35.40 

1.246.79 

366 

12.0 

732 

24 

1  83 

6 

38  49 

1.356  48 

4.27 

14.0 

8.53 

28 

2.13 

7 

60.97 

2.154.04 

S.49 

18.0 

ia97 

36 

a74 

9 

129.85 

4,87&12 

■The  body  leng^th  of  a  Monodon  monoceros 
(narwhale)  is  measured  from  the  tip  of  the 
upper  incisor  tooth  to  the  notch  in  the  tail 
fluke.  If  the  upper  inciBor  is  absent  or  does 
not  extend  beyond  the  firont  of  the  head,  then 


it  is  measured  like  other  cetaceans,  from  the 
tip  of  the  upper  jaw  to  the  notch  in  the  tail 
fluke.  Immature  males  should  be  anticipated 
to  develop  the  'tusk'"  (usually  left  Indflor 
tooth)  beginning  at  sexual  maturity. 
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Tabl£  I— Group  I  Cetaceans  i— Continued 


nopiwwntative  avecaga  adult 
langlhs 

Minimum  horizontal  dbnsn- 
alon(MHD) 

MMfTHvn  re(|uirad  itopth 

Volum  of  water  requ 

each  MkMonal  otiaoe 

■■■■■  ^  * — 

liradfor 
an  inax- 

R 

Ml 

FM 

Fsel 

Cubic  iMtora 

feet 

5  64 

18.5 

11.28 

37 

282 

9.25 

140.83 

4,970  33 

5.79 

19.0 

11.58 

38 

290 

9.50 

152.64 

5.384  32 

671 

220 

13.41 

44 

3.36 

11 

237.50 

8,358  68 

6  86 

22.5 

13.72 

45 

3,43 

11.25 

253.42 

8.941.64 

7.32 

24X) 

14.63 

48 

3JB6 

12 

307.80 

1Qi861.84 

8.S3 

28j0 

17.07 

56 

4.27 

14 

487.78 

17M3e 

1  All  calculations  are  roundad  olf  (0  the  nearest  hundredth.  In  converting  the  length  of  cetaoearts  from  feet  to  meters,  1  fool 


.3048  meter.  Due  to  rounding  of  meter  figures  as  to  the  lengtli  of  Itw  cataoaan.  Itia  conataHon  of  malara  to  faat  hi  ( 
giiant  oalculatiorts  of  mho  and  additional  volume  of  water  requiradpar  oalaoaan,  over  two,  may  vaiy  algfiHy  fram  a  atrid  laat  to 
malan  laMo.  Cubic  malara  ia  baaad  ok  1  cubic  fool«0.0283  cubic  malar. 

Table  it— Group  li  Cetaceans  ^ 


RapraaanMiva  avataga  aduN 
lanQlli 

Minimum  tiorizontal  dimen- 
aion(MHO) 

IMnimuiii  laoulrad  daplh 

Volume  of  water  required  lor 
aacti  addttional  calaoaan  in  eoc- 
caaaoffbur 

Maiara 

Faat 

Faat 

Malais 

Faat 

Cubic  ma- 
tais^ 

CutMC  feet 

1.52 

5.0 

732 

24 

1.83 

6 

13.28 

471  00 

1.68 

5.5 

7.32 

24 

1.83 

6 

16.22 

569.91 

1.83 

6.0 

7.32 

24 

1.83 

6 

19.24 

678.24 

2.13 

7.0 

8.53 

28 

1.83 

6 

26.07 

923.16 

2J29 

7.5 

0.14 

30 

1.83 

6 

3ai3 

1.060.75 

2.44 

8.0 

9.75 

32 

1.83 

8 

34.21 

1^78 

2.58 

8.5 

10.36 

34 

1.83 

0 

1,961.10 

2.74 

0.0 

10.87 

36 

1.83 

6 

49.14 

1.826u04 

^Convaillng  cubic  teat  to  cubic  malara  la  baaad  on:  1  cubic  fcaM}.0283  of  a  cubic  malar. 

Table  III— Average  Adult  Lengths  of  Marine  Mammals  Maintained  in  Captivity  i 


Species 


Gkoup  I  Cetaceans: 

Balaenoptera  acutorostrata  

Cephaloftiynchus  commersonS 

Delf^inaptms  leuoat  

Monodon  monocems  

Gtobicephala  melaena  

Globicephala  macroitfjfnehim  

Grampus  griseus   

Orcinus  orca  

^^90UCtOflSS  CBfllS|lAdBfB9  aaaaaaaa*aaaaBMaMa*aa*aaaaaaai 

Tur^opa  (mncafua  (AManttc)   

Tursiops  twncatus  (Pacific)  

Inia  geoffren^s   

Phocoen3  phocoena  

Pontopoha  blainviUei   ...... 

Plat 
Qraupil 

Fonsa  attanui^a 

Kogia  brevicepa ................. 

Kogia  simus  

I  af/anothytKtKia  aoulua 

Lagenofhynchus  crucigar 

Lagenorhynchus  obliqufdana  

Lagenorhynchu;;  albirostris  

Lagenorhynchus  obscurus   

Llssodelphis  borcdiis   

Naophocaena  pfwcaanoidaa ......  aa««^a««a*a«*a4>«*a«« 

Pafionooaphala  atodw  ...................».m.......<..... 


Common  name 


MInke  whale   

Commarson's  dolptiin  . 

Beluga  wtwie  

Narwhale  

Lx>ng-finned  pilot  vAiaia 
Shon-finned  pilot  tMlMda 

Risso's  dolphin   „....,  i»a«aa«aaa«»«a«*Ma»aaaa»*a«Ba*aa>B 

Kilter  whale  

Faiaa  Itiltor  wfiale    

BotNanoaa  dolpMn   .....i  

Bottlenose  dolphin   

Amazon  porpoise   

Hartwr  porpoise    

FfflOCSSCfiinfl    •  •  •  ■•■••■••■■■«*a«.«a>aa«a«aa«aa«a*«anaaa«««««a«ra>a«««*aa*H*> 

Tucuxi ,  ,  

Rivardoipflin  

Common  dolphin   

F'ygmy  killer  whale   

Pygmy  sperm  whale  

Dwarf  sperm  wtiale  — ...............   ■*h*a*«a*a**a*««*aa**««a** 

Atlantic  wtiite-sided  dtlfMn  .................................. 

PacHks  wtiMa  sidad  dolpliin   

White-beaked  dofptiln   

Duskey  dolphin   

rjorttiern  right  whale  doiphln   

Finless  porpoise  

Melon-lieaded  wtwia  

Daffa  porpoiaa  ... 


Average  adult 


In  me- 
tere 


In 


8.50 

27.9 

1.52 

5.0 

4.27 

14.0 

3.96 

13.0 

5.79 

19.0 

5.49 

18  0 

3.66 

12.0 

732 

24.0 

4.35 

14.3 

2.74 

0.0 

3.06 

10.0 

2.44 

8.0 

1  68 

5  5 

1.52 

5.0 

1.68 

5.5 

2.44 

BJO 

2.59 

85 

2.44 

8.0 

3.96 

130 

^90 

9.5 

2.00 

9JS 

1.70 

&6 

2.20 

7.5 

2.74 

9.0 

2.13 

7.0 

2.74 

9.0 

1.83 

6.0 

2.74 

0.0 

2.00 

6.5 
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Table  III— Average  Adult  Lengths  of  Marine  Mammals  Maintained  in  Captivity  ^—Continued 


Convnon  iuim 


Average  aduR 
length 


In  me- 
ters 


In 


Stenetta  longtrosMs 


Sttnella  pLigiodon 
Steno  bredanensis  


Spinner  dolphin  .. 

SMpwldiHpMn  

spoino  uoipnni   

Spotted  dolphin 
Rough-toothed  dolphin 


2.13 

7.0 

2^ 

7A 

2.29 

7J5 

2.29 

7.5 

2  44 

80 

'This  table  contains  the  species  of  marine  mammals  known  by  the  Department  to  be  presently  m  captivity  or  that  arc  likely  to 
become  captive  in  the  future  Anyone  who  is  subject  to  the  Animal  Welfare  Act  having  species  of  niannr^  •iMmmals  m  captivity 
which  are  not  included  in  this  tab^e  should  consult  the  Deputy  Admintstrator  with  regard  to  the  average  adult  ler>gth  o<  such 


OofiMion  nMW 


In  fiwlMS 

InfMl 

Mate 

FfeflMto 

Mate 

Fairate 

1.80 

1.20 

5.9 

3.9 

1.80 

1.45 

59 

475 

1.88 

1  42 

62 

4  7 

2.73 

1.63 

8.96 

6.0 

2.20 

1.45 

7.2 

4.75 

2.86 

2.40 

9.4 

7.9 

2.90 

3.30 

9.5 

10.8 

3.96 

2.49 

130 

82 

4.67 

2.50 

15.3 

82 

3.15 

2.60 

103 

85 

^40 

2.00 

7.9 

6.6 

1.4S 

1.40 

4.75 

4.6 

1.75 

1  68 

5.7 

55 

1.70 

1  50 

5.6 

4.9 

1.70 

1  50 

56 

4  9 

2^4 

1.75 

7.3 

5.7 

2^ 

1.95 

7JB 

9A 

1.70 

1.85 

5.6 

6.1 

1.85 

1.85 

6.1 

6.1 

2.90 

3.15 

95 

103 

2.21 

2.21 

7.3 

7.3 

1.99 

&13 

0.5 

7.0 

2.33 

Z33 

7.6 

7.6 

1.35 

1.30 

4.4 

4.3 

2.60 

2.00 

8.5 

6.6 

Group  I  PInnipadK 

Arctocephalus  gazella" 
Arctocephalus  tropicalis" 
Arctocephalus  australis" 
Arctocephalus  pusiUisl"  .. 

CaUorhiftus  ur^nuf*  

Eumetopias  /ubaft/s"  

Hydrurga  leptonyx  

Mirour^ga  arygustlrostltt* 
Mirounga  teonrta"  .... 
OdobwHts  rosman/^ 
OttwAi  ftavescervT 
Phoea  casptca  ................ 

Phoca  fasciata  

Phoca  larga   

Phoca  vitulina   

Zaiof^ms  oMomianua  ... 
HtOehoanm  grypu^  — 

PttocB  aibhica  

fVwea  groenlandica   

Leptonychote s  n  eddelli' ' 
Lotxxion  caronophagus" 
Ommatophoca  raaaT* 
Group  II  Pinnipeds: 

&(QHt0Hl9  btUtMIIU$  

Phoca  hispida  

Cystophora  cnstata   


Antarctic  Fur  Seal 
Amsterdam  Island  Fur  Seal 

South  Amer)can  Fur  Seal 
Cape  Fur  Seal .... 
Northern  Fur  Seal  ........ 

Steller's  Sea  Lkm  

Leopard  Seal  

Northern  Elephant  Seal 
Southern  Elephant  Seal 

Walrus   

South  American  Sea  Uon 
Ca^rian  Seal 
RbbonSeal 

Haftx>f  Seal  

Habor  Seal   

Calrtomia  Sea  Lion 

Gfar  Seal  

Baikal  Seal  

Harp  Seal   

Weddell  Seal  

Crabealer  Seal  


••*■«. a...*...*....*... 


Beeitded  Seal 

Ranged  Seal 
Hooded  Seal  , 


Note.—**  Any  Group  I  animals  maintained  together  wUI  be  considered  as  Group  II  wtien  the  animale  maintained  together  in- 
clude two  or  rrwre  sexuaNy  iitature  rnales  from  speciae  riwrlwd  wrilh  a  doubto  aatoi^ 
lure  males  from  the  same  species. 


Common  name 


Average  adult 
length 


In  I 


Sirania: 

Ouoong  dugong  

Trichechus  manatus 

Trfchechus  inunguis 
Mustelidae: 

En  hydra  lutris .......... 


Dugong  

West  Indian  Manatee 
Amazon  Manatee  

Sea  Otter  


11i> 

11.5 
8.0 

4.1 


(2)  The  minimum  depth  requirement  for 
primary  enclosure  pooLs  for  all 
cetaceans  shall  be  one-half  the  average 
adult  length  of  the  longest  species  to 
be  housed  therein,  regardless  of  Qroup 


I  or  Qroup  n  classification*  or  1.88  me- 
ters (6.0  feet),  whichever  is  greater,  and 

can  be  expressed  as  d=L'2  or  6  feet, 
whichever  is  greater.  Those  parts  of 
the  primary  enclosure  pool  which  do 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Service,  USDA 


§3.104 


not  meet  the  minimum  depth  require- 
ment cannot  be  included  when  calcu- 
lating space  requirements  for 
cetaceans. 

(3)  Pool  volume.  A  pool  of  water  hous- 
ing  cetaceans  which  satisfies  the  MHD 
and  whu  h  meets  the  minimum  depth 
requirement,  will  have  sufficient  vol- 
ume and  surface  area  to  hold  up  to  two 
Group  I  cetaceans  or  up  to  four  Group 
II  cetaceans.  If  additional  cetaceans 
are  to  be  added  to  the  pool,  the  volume 
as  well  as  the  surface  area  may  have  to 
be  adjusted  to  allow  for  additional 
space  necessary  for  such  cetaceans.  See 
Tables  I.  II.  and  IV  for  volumes  and 
surface  area  requirements.  The  addi- 


tional volume  needed  shall  be  based  on 

the  number  and   kind   of  cetaceans 
housed  therein  and  shall  be  determined 
in  the  following  manner, 
(i)  The  minimum  volume  of  water  re- 

quired  for  up  to  two  Crroup  I  cetaceans 
is  based  upon  the  following  formula: 


Volume  =  ^ 


MHDV  ^.^ 
  X3.14 

2  J 


X  depth 


When  there  iu-e  more  than  two  Group  T 
cetaceans  housed  in  a  primary  enclo- 
sure pool,  the  additional  volume  of 
water  required  for  each  additional 
Group  I  cetacean  in  excess  of  two  is 
based  on  the  following  formula: 


Volume  =  ^Average /^uU  length  J  ^^^^^ 


See  TMe  I  for  required  volumes. 

(ii)  The  minimum  volume  of  water 
required  for  up  to  four  Group  II 
cetaceans  is  based  upon  the  following 
formula: 

Volume  =  I — - — J  X  3.14  x  depth 

When  there  are  more  than  four  Group 
n  cetaceans  housed  in  a  primary  enclo- 
sure pool,  the  additional  volume  of 
water  required  for  each  additional 
Group  n  cetacean  in  excess  of  four  is 
based  on  the  following  formula: 

Volume  =  (Average  Adult  Itength)^  x 
3JL4x  depth 

See  Table  n  for  required  volumes. 

(iii)  When  a  mixture  of  both  Group  T 
and  Group  U  <  etaceans  are  housed  to- 
gether, the  MHD  must  be  satisfied  as 
stated  in  § 3.104(b)(1).  and  the  minimum 
depth  must  be  satisfied  as  stated  in 


f  3.104(bK2).  Based  on  these  figures,  the 
resulting  volume  must  then  be  cal- 
culated 


Volume  = 


-m 


x3.14xdepth 


Then  the  volume  necessary  for  the 
cetaceans  to  be  housed  in  the  pool 
must  be  calculated  (by  obtaining  the 
sum  of  the  volumes  required  for  each 
animal).  If  this  volume  is  greater  than 
that  obtained  by  using  the  MHD  and 
depth  figures,  then  the  additional  vol- 
ume required  may  be  added  by  enlarg- 
ing the  pool  in  its  lateral  dimensions 
or  by  increasing  its  depth,  or  both.  The 
minimum  surface  area  requirements 
discussed  next  must  also  be  satisfied. 

(4Vii  T}ic  minimimi  snrfacp  area  re- 
quirements for  each  cetacean  housed  in 
a  pool,  regardiess  of  Group  I  or  Group 
II  classifloatlon,  are  calculated  as  fol- 
lows: 


Surface  Area  s 


( average  adult  body  length  Y 


) 


X  3.14x1.5,  or:  SA  =  (Ulf  x  3.14x1.5 
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la  a  pool  containing  more  than  two 
Oroup  I  cetaceans  or  more  than  four 
Group  n  cetaceans.^  the  additional  sur- 
face area  which  may  he  required  when 
animals  are  arldfMl  must  be  calculated 
for  each  such  animal. 

(11)  When  a  mixture  of  Oroup  I  and 
Group  II  cetaceans  are  to  be  housed  in 
a  pool,  the  required  MHD.  depth,  and 
volume  must  be  met.  Then  the  required 
surfiace  area  must  he  determined  for 
each  animal  In  the  pool.  The  sum  of 
these  surface  areas  must  then  be  com- 
I»ared  to  the  surface  area  which  is  ob- 
tained by  a  computation  based  on  the 
required  MHD  of  the  pool."  The  larger 
of  tlif  two  figures  represents  the  sur- 
face area  which  is  required  for  a  pool 
housing  a  mixture  of  Group  I  and 
Group  n  cetaceans.  Pool  surfaces 
where  the  depth  does  not  meet  the 
minimum  requirements  camiot  be  used 
In  determining  the  required  surflEu^e 
area. 

(iii)  Surface  area  requirements  are 
given  in  Table  IV. 


Table  iv-— minimum  surface  area  Required 

FOR  Each  Cetacean 


Avwage  adult  length  ol  each 
cetacean 

Suffaca  area  reqi.iroJ  tor 
each  cetacean 

Feet 

Sq.  meters ' 

Sq.  teet 

1.68 

5.5 

3.31 

33.62 

2.13 

7.0 

5.36 

57.70 

229 

7.5 

6  15 

66  23 

2  59 

8.5 

7.90 

8507 

2.74 

9.0 

8.86 

95  38 

3.05 

10.0 

10.94 

117.75 

3.51 

11.5 

14.47 

155.72 

3.66 

12.0 

1575 

169.56 

4.27 

14.0 

21.44 

230.79 

5.48 

18.0 

35.44 

381.51 

5.64 

18.5 

37  43 

403.00 

5.79 

19.0 

39.49 

425.08 

6,71 

22.0 

52  94 

569.91 

6M 

22.5 

55.38 

596.11 

732 

24.0 

63.01 

678.24 

as3 

88.0 

85.76 

023.16 

*  Squara  nwlMNcquaro  fMV9xOJ361. 


»A  pool  containing  up  to  two  Group  I 
cetaceans  or  np  to  four  Oroup  n  cetaceans 

which  ineet.s  th^  loquiipcl  MHD  and  depth 
will  have  the  neces^ry  surface  area  and  vol- 
ume required  for  the  animals  contained 
therein. 

Since  the  MHD  represents  the  diameter 
of  a  circle,  the  surface  area  based  on  the 
MHD  i.s  calculated  by  use  of  the  following 
formula: 
SAbxx(MHD/2)3. 


(c)  Sirenians.  Primary  enclosures 
housing  sirenians  shall  contain  a  puul 
of  water  and  may  consist  entirely  of  a 
pool  of  water. 

(1)  The  required  MHD  of  a  primary 
enclosure  pool  for  sirenians  shall  be 
two  times  the  average  adnlt  lenerth  of 
the  longest  species  of  sirenlan  to  be 
housed  therein.  Calculations  shall  be 
based  on  the  average  adult  length  of 
sncli  sirenians  as  measured  in  a  hori- 
zontal line  firom  the  tip  of  the  muzzle 
to  the  notch  in  the  tail  fluke  of 
duyrongs  and  from  the  tip  of  the  muzzle 
to  the  most  distal  point  in  the  rounded 
tail  of  the  manatee. 

(2)  The  mitiitwnm  depth  requirements 
for  primary  enclosure  pools  for  all  sire- 
nians shall  be  one-half  the  average 
adult  length  of  the  longest  spscles  to 
be  housed  therein,  or  1.52  meters  (6.0 
feet),  whichever  is  sreater.  Those  parts 
of  the  primary  enclosure  pool  which  do 
not  meet  the  minlmnm  depth  require- 
ments cannot  be  included  when  calcu- 
lating space  requirements  for  sire- 
nians. 

(3)  A  pool  which  satisfies  the  required 
MHD  and  depth  shall  be  adequate  for 

one  or  two  sironian.s.  Volumo  .'xnd  .sur- 
face area  requirements  for  additional 
animals  shall  be  calculated  using  the 
same  formula  as  for  Group  I  cetaceans, 
except  that  the  figure  for  depth  re- 
quirement for  sirenians  .shall  be  one- 
half  the  average  adult  length  or  1.52 
meters  (5.0  feet),  whichever  is  greater. 

(d)  Pinnipeds.  (1)  Primary  enclosures 
housing  pinnipeds  shall  contain  a  pool 
of  water  and  a  dry  resting  or  social  ac- 
tivity area  that  must  be  close  enough 
to  the  surface  of  the  water  to  allow 
easy  access  for  entering  or  leaving  the 
pool.  For  the  purposes  of  this  subpart, 
pinnipeds  have  been  divided  into  Group 
I  pinnipeds  and  Group  n  pinnipeds  as 
shown  in  Table  III  in  this  section.  In 
certain  instances  some  Group  I 
pinnipeds  shall  be  considered  as  Group 
n  pinnipeds.  (See  Table  m). 

(2)  The  minimum  size  of  the  dry  rest- 
ing or  social  activity  area  of  the  pri- 
mary enclosure  for  pinnipeds  ^exclusive 
of  the  pool  of  water)  shall  be  based  on 
the  avern-zc  adult  length  of  each 
pinniped  contained  therein,  as  meas- 
ured in  a  horizontal  or  extended  posi- 
tion in  a  straight  line  from  the  tip  of 
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its  nose  to  the  tip  of  its  tail.  The  min- 
imum size  of  the  dry  vt><l  intr  or  social 
activity  area  sliall  be  computed  using 
the  followlngr  methods: 

(i)  Oroup  J  pinnipeds.  Square  the  aver- 
age adult  length  of  each  pinniped  to  be 
contained  in  the  primary  enclosure. 
Add  the  figuiess  obtained  for  each  of  the 
pinnipeds  in  the  primary  enclosure  to 
determine  the  dry  resting  or  social  ac- 
tivity area  required  for  such  pinnipeds. 
If  only  a  single  Group  I  pinniped  is 
maintained  in  the  primary  enclosure, 
the  minimum  dry  resting  or  social  ac- 
tivity  area  shall  he  twice  the  square  of 
the  avei  age  adult  length  of  that  Single 
Group  I  pinniped.  Examples: 

(average  adult  length)"  of  let  Oroup  I 

pinniped+Caverapre  adult  leng-th)^  of  2nd 
Group  I  pinniped=Total  DRA  for  two 
pinnipeds 

DRA  for  one  pinniped=2x(averag«  adult 

length  of  Group  I  pinniped  )2 

(11)  Group  II  pinnipeds.  List  all 
pinnipeds  contained  in  a  primary  en- 
closure  by  average  adult  length  in  de- 
scending order  from  the  longest  species 
of  pinniped  to  the  shortest  species  of 
pinniped.  Square  the  average  adult 
length  of  each  pinniped.  Multiply  the 
average  adult  length  squared  of  the 
longest  pinniped  by  1.5.  the  second 
longest  by  1.4,  the  third  longest  by  1.3, 
the  fourth  longest  by  1.2,  and  the  fifth 
longest  by  1.1.  as  indicated  in  the  fol- 
lowing example.  Square  the  average 
adult  length  of  the  sixth  pinnix)ed  and 
each  additional  pinniped.  Add  the  fig- 
ures obtained  for  all  the  pinnipeds  in 
the  primary  enclosure  to  determine  the 
required  minimum  dry  resting  or  social 
activity  area  required  for  such 
pinnipeds.  If  only  a  single  Group  n 
pinniped  is  maintained  in  the  primary 
enclosure,  the  minimum  dry  resting  or 
social  activity  area  must  be  computed 
for  a  minimum  of  two  pinnipeds. 

Examples:  DRA  for  1  Group  II  Pinniped 
=  [(Average  adult  length)^  xl.5]  +  [(Av- 
erage adult  length)^  x  1.4J 

1st  pinniped  (avg  afkilt  tongth)2x1  .S>90dal  and  DRA  re- 
quired 

2nd  pinniped  (avg.  adult  length)2xl.4ssoc)al  and  DRA  re- 
qubed 

3rd  pinniped  (avg.  aduH  bngS<)*x1.a*aoclal  and  DRA  ra- 

quired 

4th  pinniped  (avg.  edut  langtfipxl.2-aodal  end  DRA  le- 

qutred 

5th  pinniped  (avg.  aduK  tongihpxi.l^ocial  and  DRA  ra- 
quired 


Each  pinniped  over  5  («vg.  adUH  lenglh)»Moda]  and  DRA 

required 

Total  minimum  social  activity  and  dry  resting  area 
required  for  all  pinnipeds  housed  in  a  prinnaiy  en- 
doeute. 

If  all  the  pinnipeds  In  the  primary  en- 
closure are  of  the  same  species,  the 
same  descending  order  of  cal-nilation 
shall  apply.  Example:  Hooded  seal — av- 
erage adult  length  of  male=8.5  feet  and 
female=6.6  feet.  In  a  primary  enclosure 
containing  2  males  and  2  females,  the 
social  or  DRA  required  would  be  the 
sum  of  [(8.5)2x1.5]  +  [(8.5)2x1.4] 
+[(6.6)2x1.3]  +  C(6.6)«><1.21. 

If  two  or  more  sexually  mature  males 

are  maintained  together  in  a  primary 
enclosure,  the  dry  resting  or  social  ac- 
tivity area  shall  be  divided  into  two  or 
more  separate  areas  witii  sufiflcient  vis- 
ual  barriers  (such  as  fences,  rocks,  or 
foliage)  to  provide  relief  from  aggres- 
sive animals. 

(iii)  Mixture  of  Group  I  and  Group  II 
pinnipeds.  In  a  primary  enclosure  where 
a  mixture  of  Group  I  and  Group  n 
pinnipeds  is  to  be  housed,  the  dry  rest- 
ing or  social  activity  area  shall  be  cal- 
culated as  for  Oroup  n  pinnipeds.  The 
dry  resting  or  social  activity  area  shall 
be  divided  into  two  or  more  separate 
areas  with  sufficient  visual  barriers 
(such  as  fences,  rocks,  or  foliage)  to 
provide  i^elief  from  aggressive  animals. 

(3)(i)  The  minimum  surface  area  of  a 
pool  of  water  for  pinnipeds  shall  be  at 
least  equal  to  the  dry  resting  or  social 
activity  area  required. 

(ii)  The  MHD  of  the  pool  shall  be  at 
least  one  and  one-half  (1.5)  times  the 
average  adult  length  of  the  largest  spe- 
cies of  pinniped  to  be  housed  in  the  en- 
closure: except  that  such  MHD  meas- 
urement may  be  reduced  by  up  to  20 
percent  if  the  amount  of  the  reduction 
is  added  to  the  MHD  at  the  90-degree 
angle. 

(ill)  The  pool  of  water  shall  be  at 
least  0.91  meters  (3.0  feet)  deep  or  one- 
half  the  average  adult  length  of  the 
longest  .species  of  pinniped  contained 
therein,  whichever  is  greater.  Parts  of 
the  pool  that  do  not  meet  the  min- 
imum depth  requirement  cannot  be 
used  in  the  calculation  of  the  dry  rest- 
ing and  social  activity  ai^ea,  or  as  part 
of  the  MHD  or  required  surface  area  of 
the  pool. 
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(e)  Polar  bears.  Primary  enclosures 
houBing  polar  bears  shall  consist  of  a 
pool  of  water*  a  dry  resting  and  social 

activity  area,  and  a  den.  A  minimum  of 
37.16  square  meters  (400  square  feet)  of 
dry  resting  and  social  activity  area 
shall  be  provided  for  up  to  two  polar 
bears,  with  an  additional  3.72  square 
meters  (10  square  feet)  of  dry  resiinR 
and  social  activity  area  for  each  addi- 
tional polar  bear.  The  dry  resting  and 
social  activity  area  shall  be  provided 
with  enough  shade  to  accommodate  all 
of  the  polar  bears  housed  in  such  pri- 
mary enclosure  at  the  seune  time.  The 
pool  of  water  shall  have  an  MHD  of  not 
less  than  2.44  meters  (8.0  feet)  and  a 
surface  area  of  at  least  8.93  square  me- 
ters (96.0  square  feet)  wilA  a  minimum 
depth  of  1.52  meters  (5.0  feet)  with  the 
exception  of  any  entry  and  exit  area. 
This  size  pool  shall  be  adequate  for  two 
polar  bears.  For  each  additional  bear» 
the  surface  area  of  the  pool  must  be  in- 
creased by  3.72  square  meters  (40  square 
feet).  In  measuring  this  additional  sur- 
face area,  parts  of  the  pool  which  do 
not  meet  minimum  depth  cannot  be 
considered.  The  den  shall  be  at  least 
1.83  meters  (6  feet)  in  width  and  depth 
and  not  less  than  1.62  meters  (5  feet)  in 
height.  It  will  be  so  positioned  that  the 
viewing  public  shall  not  be  visible  from 
the  interior  of  the  den.  A  separate  den 
shall  be  provided  for  each  adult  female 
of  breerlins^  age  which  is  permanently 
housed  in  the  same  primary  enclosure 
with  an  adult  male  of  breeding  age.  Fe- 
male polar  bears  in  traveling  acts  or 
shows  must  be  provided  a  den  when 
pregnancy  has  been  determined. 

(f)  Sea  otters.  (1)  Primary  enclosures 
for  sea  otters  shall  consist  of  a  pool  of 
water  and  a  dry  resting  area.  The  MHD 
of  the  pool  of  water  for  sea  otters  shall 
be  at  least  tlirce  tinifs  the  average 


adult  length  of  the  sea  otter  contained 
therein  (measured  in  a  horizontal  line 
from  the  tip  of  its  nose  to  the  tip  of  its 

tail)  and  the  pool  shall  be  not  le.ss  than 
.91  meters  (3.0  feet)  deep.  When  more 
than  two  sea  otters  are  housed  in  the 
same  primary  enclosure,  additional  dry 
If  stiiitr  area  as  well  as  pool  volume  la 
reiiuired  to  accommodate  the  addi- 
tional sea  otters.  (See  Table  V). 

(2)  The  minimum  volume  of  water  re- 
quired  for  a  primary  enclosure  pool  for 
sea  otters  shall  he  based  on  ihc  sea  ot- 
ter's average  adult  length.  The  min- 
imum volume  of  water  required  in  the 
pool  shall  be  computed  using  the  fol- 
lowing method:  Multiply  the  square  of 
the  sea  otter's  average  adult  length  by 
3.14  and  then  multiply  the  total  by  0.91 
meters  (3.0  feet).  This  volume  is  satis- 
factory for  one  or  two  otters.  To  cal- 
culate the  additional  volume  of  water 
for  eadi  additional  sea  otter  above  two 
in  a  primary  enclosure,  multiply  one- 
half  of  the  square  of  the  sea  otter's  av- 
erage adult  length  by  3.14,  then  mul- 
tiply by  0.91  meters  (3.0  feet).  (See 
Table  V). 

(3)  The  minimum  dry  resting  area  re- 
quired for  one  or  two  sea  otters  shall 
be  based  on  the  sea  otter's  average 

adult  lenirth.  The  minimum  dry  resting 
area  for  one  or  two  sea  otters  shall  be 
computed  using  the  following  method: 
Square  the  average  adult  length  of  the 
sea  otter  and  multiply  the  total  by 
3.14.  When  the  enclosure  is  to  contain 
more  than  two  sea  otters,  the  dry  rest- 
ing area  for  each  additional  animal 
shall  be  computed  by  multiplying  one- 
half  of  the  sea  otter's  average  adult 
length  by  3.14.  Using  1.25  meters  or  4.1 
feet  (the  average  adult  length  of  a  sea 
otter),  the  calculations  for  additional 
space  will  result  in  the  following  fig- 
ures: 


Table  V— Additional  Space  Required  for  Each  Sea  Otter  When  More  Than  Two  in  a 

Primary  Enclosure 


Average  adult  length  of  sea  otter 

Resting  area 

Pool  Volume 

Meters 

Feet 

Square  meters 

Square  Feet 

Cubic  meters 

Cube  (eet 

125 

4.1 

1.96 

6.44 

2.23 

79.17 

[44  FR  36874.  June  22.  1979.  as  amended  at  45  FR  63261,  Sept.  24.  1980:  49  FR  26682.  26685,  June 
28.  1981:  19  FR  27922.  July  9,  1984;  63  FR  2,  Jan.  2.  1998;  63  FR  47148.  Sei»t.  4.  1986;  66  FB  252, 
Jan.  3,  200IJ 
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Animal  Health  and  Husbandry 
Standards 

S3.10S  FMliiiff. 

(a)  The  food  for  marine  mammals 
must  be  wholesome,  palatable,  and  free 
from  contamination  and  must  be  of 
sufficient  quantity  and  nutritive  value 
to  maintain  marine  mammals  In  a 
state  of  good  health.  The  diet  must  be 
prepared  with  consideration  for  factors 
such  as  age,  species,  condition,  and  size 
of  the  marine  mammal  being  fed.  Ma- 
rine mammals  must  be  offered  food  at 
least  once  a  day.  except  as  directed  by 
the  attending  veterinarian. 

(b)  Food  receptacles,  If  used,  must  be 
located  so  as  to  be  accessible  to  all  ma- 
rine mammals  In  the  same  primary  en- 
closure and  must  be  placed  so  as  to 
minimize  contamination  of  the  food 
they  contain.  Such  food  receptacles 
must  be  cleaned  and  sanitized  after 
each  use. 

(c)  Food,  when  given  to  each  marine 
mammal  IndiTldaally,  mast  be  given 

by  an  employee  or  attendant  respon- 
sible to  management  who  has  the  nec- 
essary knowledge  to  assure  that  each 
marine  mammal  receives  an  adequate 
quantity  of  food  to  maintain  it  in  good 
health.  Such  employee  or  attendant  is 
required  to  have  the  ability  to  recog- 
nize deviations  from  a  normal  state  of 
good  health  in  each  marine  mammal  so 
that  the  food  intake  can  be  adjusted 
accordingly.  Inappetence  exceeding  24 
hours  must  be  reported  immediately  to 
the  attending  veterinarian.  Public 
feeding  may  be  permitted  only  in  the 
presence  and  under  the  supervision  of  a 
sufficient  number  of  knowledgeable, 
uniformed  employees  or  attendants. 
Such  employees  or  attendants  must  as- 
sure that  the  marine  mammals  are  re- 
ceiving the  proper  amount  and  type  of 
food.  Only  food  supplied  by  the  facilitj^ 
where  the  marine  mammals  nie  kept 
may  be  fed  to  the  marine  nianinials  by 

the  public.  Marine  mammal  feeding 

records  noting  the  estimated  indi- 
vidual daily  consumption  must  be 
maintained  at  the  facility  for  a  period 
of  1  year  and  must  be  made  available 
for  APHIS  inspection.  For  marine 
mammals  that  are  individually  fed  and 
not  subject  to  public  feeding,  the  feed- 
ing records  should  reflect  an  accurate 
account  of  food  intake;  for  animals  fed. 


in  part,  by  the  public,  and  for  large, 

group-fed  colonies  of  marine  mammals 
where  individual  rations  are  not  prac- 
tical or  feasible  to  maintain,  the  daily 
food  consumption  should  be  estimated 
as  precisely  as  possible. 

(d)  Food  preparation  and  handling 
must  be  conducted  so  as  to  assui^e  the 
wholesomenese  and  nutritive  value  of 
the  food.  Frozen  fish  or  other  frozen 
food  must  be  stored  in  freezers  that  are 
maintained  at  a  maximum  tempera- 
ture of  -18  (0  "P).  The  length  of 
time  food  is  stored  and  the  method  of 
storage,  the  thawing  of  frozen  food,  and 
the  maintenance  of  thawed  food  must 
be  conducted  In  a  manner  that  will 
minimize  contamination  and  that  will 
assure  that  the  food  retains  nutritive 
value  and  wholesome  quality  until  the 
time  of  feeding.  When  food  Is  thawed  in 
standing  or  running  water,  cold  water 
must  be  used.  All  foods  must  be  fed  to 
the  marine  mammals  within  24  hours 
following  the  removal  of  such  foods 
from  the  freezers  for  thawing,  or  if  the 
food  has  been  thawed  under  refrigera- 
tion, it  must  be  fed  to  the  marine 
mammals  within  24  hours  of  thawing. 

t66  FR  252.  Jan.  3,  2001] 

§8.106  Water  quality. 

(a)  General.  The  primary  enclosure 
shall  not  contain  water  which  would  be 
detrimental  to  the  health  of  the  ma- 
rine mammal  contained  therein. 

(b)  Bacterial  standards.  (1)  The  con- 
form Viacteria  count  of  the  primary  en- 
closure pool  shall  not  exceed  1,000  MPN 
(most  probable  number)  per  100  ml.  of 
water.  Should  a  coliform  bacterial 
count  exceed  1.000  MPN.  two  subse- 
quent samples  may  be  taken  at  48-hour 
intervals  and  averaged  with  the  first 
sample.  If  such  average  count  does  not 
fall  below  1.000  MPN.  then  the  water  in 
the  pool  shall  be  deemed  unsatisfac- 
tory, and  the  condition  must  be  cor- 
rected immediately. 

(2)  \^Tien  the  water  is  chemically 
treated,  the  chemicals  shall  be  added 
so  as  not  lo  cause  hai'm  or  discomfort 
to  the  marine  mammaJs. 

(3)  Water  samples  shall  be  taken  and 
tested  at  least  weekly  for  coliform 
count  and  at  least  daily  for  pH  and  any 
chemical  additives  (e.g.  chlorine  and 
copper)  that  are  added  to  the  water  to 
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maintain  water  quality  standards.  Pa- 
clllties  using  natural  seawater  shall  be 
exempt  from  pH  and  chemical  testing 
unless  chemicals  are  added  to  maintain 
water  quality.  However,  they  are  re- 
quired to  test  for  conforms.  Records 
must  be  kept  documenting  the  time 
when  all  such  samples  were  taken  and 
the  results  of  the  sampling.  Records  of 
all  such  test  results  shall  be  main- 
tained by  management  for  a  1-year  pe- 
riod and  must  be  made  available  for  In- 
spection purposes  on  request. 

(c)  iSialini^.  Primary  enclosure  pools 
of  water  sliaU  be  sallnized  for  marine 
cetaceans  as  well  as  for  those  other 
marine  manunals  which  require 
salinlsed  water  for  their  good  health 
and  well-being.  The  salinity  of  the 
water  in  such  pools  shall  be  maintained 
within  a  range  of  15-36  parts  per  thou- 
sand. 

(d)  Filtration  and  water  flow.  Water 
quality  must  be  maintained  by  filtra- 
tion, chemical  treatment,  or  other 
means  so  as  to  comply  with  the  water 
quality  standards  specified  in  this  sec- 
tion. 

t8.107  Sanitatioii. 

(a)  Primary  enclosures.  (1)  Animal  and 

food  waste  in  areas  other  than  the  pool 
of  water  must  be  removed  from  the  pri- 
mary enclosures  at  least  daily,  and 
more  often  when  necessary,  in  order  to 
provide  a  clean  environment  and  mini- 
mize health  and  disease  hazards. 

(2)  Particulate  animal  and  food 
waste,  trash,  or  debris  that  enters  the 
primary  enclosure  pools  of  water  must 
be  removed  at  least  daily,  or  as  often 
as  necessary,  to  maintain  the  required 
water  quality  and  to  minimise  health 
and  disease  hazards  to  the  marine 
mammals. 

(3)  The  wall  and  bottom  surfaces  of 
the  prinoary  enclosure  pools  of  water 
must  be  cleaned  as  often  as  necessary 
to  maintain  proper  water  quality.  Nat- 
ural organisms  (such  as  algae, 
ooelenterates,  or  molluscs,  for  exam- 
ple) that  do  not  deerrade  water  quality 
as  defined  in  §3.106,  prevent  proper 
maintenance,  or  pose  a  health  or  dis- 
ease hazard  to  the  animals  are  not  con- 
sidered contaminants. 

(b)  Food  preparation.  Equipment  and 
Utensils  used  in  food  preparation  must 
be  cleaned  and  sanitized  after  each  use. 


Kitchens  and  other  food  handling  areas 
where  animal  food  is  prepared  must  be 

cleaned  at  least  once  daily  and  sani- 
tized at  least  once  every  week.  Sani- 
tizing must  be  accomplished  by  wash- 
ing with  hot  water  (8  *C,  180  *F,  or 
higher)  and  soap  or  detergent  i  m  t  me- 
chanical dishwasher,  or  by  washing  all 
soiled  surfaces  with  a  detergent  solu- 
tion followed  by  a  safe  and  effective 
disinfectant,  or  by  cleaning  all  soiled 
surfaces  with  live  steam.  Substances 
such  as  cleansing  and  sanitizing 
agents,  pesticides,  and  other  poten- 
tially toxic  airents  must  be  Stored  in 
properly  labeled  containers  in  secured 
cabinets  designed  and  located  to  pre- 
vent oontfunination  of  food  storage 
preparation  surfaces. 

fc)  Housekeeping.  Buildings  and 
grounds,  as  well  as  exhibit  areas,  must 
be  kept  clean  and  in  good  repair. 
Fences  must  be  maintained  in  good  re- 
pair. Primary  enclosures  housing  ma- 
rine mammals  must  not  have  any  loose 
objects  or  sharp  projections  and/or 
edges  which  may  cause  injury  or  trau- 
ma to  the  marine  mammals  contained 
therein. 

(d)  Pest  control.  A  safe  and  effective 
program  for  the  control  of  insects, 

ectoparasites,  and  avian  and  mamma- 
lian pests  must  be  established  and 
maintained.  Insecticides  or  other  such 
chemical  agents  must  not  be  applied  in 

primary  enclosures  housing  marine 
mammals  except  when  deemed  essen- 
tial by  an  attending  veterinarian. 

[66  FR  253,  Jan.  3,  2001J 

§8.106  BnpliiyeesoratteiidaBta. 

(a)  A  sufficient  number  of  adequately 

trained  employees  or  attendants,  re- 
sponsible to  management  and  working 
in  concert  with  the  attending  veteri- 
narian, must  lit  utilized  to  maintain 
the  prescribed  level  of  husbandry  prac- 
tices set  forth  in  this  subpart.  Such 
practices  must  be  conducted  under  the 
supervision  of  a  marine  manunal  care- 
taker who  has  demonstrable  experience 
in  marine  mammal  husbandry  and 
care. 

(b)  The  facility  will  provide  and  doc- 
ument participation  in  and  successful 
completion  of  a  facility  training  course 
for  such  employees.  This  training 
course  will  include,  but  is  not  limited 
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to,  species  appropriate  husbandry  tech- 
niques, animal  handling  techniques, 
and  information  on  proper  reporting 
protocols,  such  as  recordkeeping  and 
notification  of  veterinary  staff  for 
medical  concom? 

(c)  Any  training  of  marine  mammals 
must  be  done  by  or  under  the  direct  su- 
pervision of  experienced  trainers. 

(d)  Trainers  and  handlers  must  meet 
professionally  recognized  standai'ds  for 
experience  and  training. 

[66  FR  253,  Jan.  3,  2001] 

§3.109  Sepantion. 

Marine  mammals,  whenever  known 
to  be  primarily  social  in  the  wild,  must 
be  housed  in  their  primary  enclosure 
with  at  least  one  compatible  animal  of 
the  same  or  biologically  related  spe- 
cies, except  when  the  attending  veteri- 
narian, in  consultation  with  the  hus- 
bandry/trainlngr  sti^,  determines  that 
such  housintr  is  not  in  the  best  interest 
of  the  marine  mammal's  health  or 
well-being.  However,  marine  mammals 
that  are  not  compatible  must  not  be 
housed  in  the  same  enclosure.  Marine 
mammals  must  not  be  housed  near 
other  animals  that  cause  them  unrea- 
sonable stress  or  discomfort  or  inter- 
fere with  their  good  health.  Animals 
housed  separately  must  have  a  written 
plan,  approved  by  the  attending  veteri- 
narian,  developed  in  consultation  with 
the  husbandry  training  staff,  that  in- 
cludes the  justification  for  the  length 
of  time  the  animal  will  be  kept  sepa- 
rated or  isolated,  information  on  the 
type  and  frequency  of  enrichment  and 
interaction,  if  appropriate,  and  provi- 
sions for  periodic  review  of  the  plan  by 
the  attending  veterinarian.  Marine 
mammals  that  are  separated  for  non- 
medical purposes  must  be  held  in  fa- 
cilities that  meet  minimum  space  re- 
quirements as  outlined  in  §3.104. 

[66  PR  253.  Jan.  3,  2001] 

§3.110    Veterinary  care. 

(a)  Newly  acquired  marine  mammals 
must  be  isolated  from  resident  marine 
mammals.  Animals  with  a  known  med- 
ical history  must  be  isolated  unless  or 
until  the  newly  acquired  animals  can 
be  reasonably  determined  to  be  in  good 
health  by  the  attmidlnff  vetcnlnarlan. 
Animals  without  a  known  medical  his- 


tory must  be  isolated  until  it  is  deter- 
mined that  the  newly  acquired  animals 
are  determined  to  be  in  good  health  by 
the  attending  veterinarian.  Any  com- 
municable disease  condition  in  a  newly 
acquired  marine  mammal  must  be  rem- 
edied before  it  is  placed  with  resident 
marine  mammals,  unless,  in  the  judg- 
ment of  the  attending  veterinarian,  the 
potential  benefits  of  a  resident  animal 
as  a  companion  to  the  newly  acquired 
animal  outweigh  the  risks  to  the  resi- 
dent animal. 

(b)  Holding  facilities  must  be  in  place 
and  avail nVilo  to  meet  the  needs  for  iso- 
lation, sepaiation,  medical  treatment, 
and  medical  training  of  marine  mam- 
mals. Marine  mammals  that  are  iso- 
lated or  separated  for  nonmedical  pur- 
poses must  be  held  in  facilities  that 
meet  minimum  space  requirements  as 
outlined  in  §3.104.  Holding  facilities 
used  only  for  medical  treatment  and 
medical  training  need  not  meet  the 
minimum  space  requirements  as  out- 
lined in  §3.104.  Holding  of  a  marine 
mammal  in  a  medical  treatment  or 
medical  training  enclosure  that  does 
not  meet  minimum  space  requirements 
for  periods  longer  than  2  weeks  must  be 
noted  in  the  animal's  medical  record 
and  the  attending  veterinarian  must 
provide  a  justification  in  the  animal's 
medical  record.  If  holding  in  such  en- 
closures for  medical  treatment  and  or 
medical  training  is  to  last  longer  than 
2  weeks,  such  extension  must  be  justi- 
fied in  writing  by  the  attending  veteri- 
narian  on  a  weekly  basis.  In  natural  la- 
goon or  coastal  enclosures  where  isola- 
tion cannot  be  accomplished,  since 
water  circulation  cannot  be  controlled 
or  isolated,  separation  of  newly  ac- 
quii-ed  marine  mammals  must  be  ac- 
complished using  separate  enclosures 
situated  within  the  facility  to  prevent 
direct  contact  and  to  minimize  the  risk 
of  potential  airborne  and  water  cross- 
contamination  between  newly  acquired 
and  resident  animals. 

(c)  Any  holding  facility  used  for  med- 
ical purposes  that  has  contained  a  ma- 
rine mammal  with  an  infectious  or 
contagious  disease  must  be  cleaned 
and  or  sanitized  in  a  manner  prescribed 
by  the  attending  veterinarian.  No 
healthy  animals  may  be  introduced 
into  this  holding  facility  pilor  to  such 
cleaning  and/or  sanitizing  procedures. 
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Any  marine  mammal  exposed  to  a  con- 
tagious animal  mnst  be  evaluated  by 

the  attending  veterinarian  and  mon- 
itored andor  Isolated  for  an  appro- 
priate period  of  time  as  determined  by 
the  attending  veterinarian. 

(d)  Individual  animal  medical  records 
must  be  kept  and  made  available  for 
APHIS  inspection.  These  medical 
records  must  include  at  least  the  fol- 
lowing information: 

(1)  Animal  identification  name,  a 
physical  description,  including  any 
identiiyinflr  markings,  scars,  etc.,  age, 
and  sex:  and 

(2)  Physical  examination  informa- 
tion, including  but  not  limited  to 
length,  weight,  physical  examination 
results  by  body  sy.stem.  identification 
of  all  medical  and  physical  problems 
with  proposed  plan  of  action,  all  diag- 
nostic test  results,  and  documentation 
of  treatment. 

(e)  A  copy  of  the  individual  animal 
medical  record  must  accompany  any 
marine  mammal  upon  its  transfer  to 
another  facility.  Including  contract  or 
satellite  facilities. 

(f)  All  marine  mammals  must  be  vis- 
ually examined  by  the  attending  vet- 
erinarian at  least  semiannually  and 
must  be  physically  examined  under  the 
supervision  of  and  when  determined  to 
be  necessary  by  the  attending  veteri- 
narian. All  cetaceans  and  sirenians 
must  be  physically  examined  by  the  at- 
tending veterinarian  at  least  annually, 
unless  APHIS  grants  an  exception  from 
this  requirement  based  on  consider- 
ations related  to  the  health  and  safety 
of  the  cetacean  or  sirenian.  These  ex- 
aminations must  include,  but  are  not 
limited  to.  a  hands-on  physical  exam- 
ination, hematology  and  blood  chem- 
istry, and  other  diagnostic  tests  as  de- 
termined by  the  attending  veteri- 
narian. 

(g)  (1)  A  complete  necropsy,  including 
histopathology      samples,  micro- 


biological cultures,  and  other  testing 
as  appropriate,  must  be  conducted  by 
or  under  the  supervision  of  the  attend- 
in?  veterinarian  on  all  marine  mam- 
mals that  die  in  captivity.  A  prelimi- 
nary necropsy  report  must  be  prepared 
by  the  veterinarian  listing  all 
pathologic  lesions  observed.  The  final 
necropsy  report  must  include  all  .?ross 
and  histopathological  findings,  the  re- 
sults of  all  laboratory  tests  performed, 
and  a  pathological  diagnosis. 

(2)  Necropsy  records  will  be  main- 
tained at  the  marine  mammal's  home 
facility  and  at  the  facility  at  which  It 
died,  if  different,  for  a  period  of  3  years 
and  mnst  be  present fd  to  APHIS  In- 
spect ois  when  requested. 

L66  FR  253,  Jan.  3,  2001] 

S  8.111  Swim-with-tlM-dolpliItt  pio- 

Swlm-wl th-t  b  e  d  olphin  programs 
shall  comply  with  the  requirements  in 
this  section,  as  well  aa  with  all  other 
applicable  reaulrements  of  the  regula- 
tions pertaining  to  marine  mammals. 

(a)  Space  requirements.  The  primary 
enclosure  for  SWTD  cetaceans  shall 
contain  an  interactive  area,  a  buffer 
area,  and  a  sanctuary  area.  None  of 
these  areas  shall  be  made  uninviting  to 
the  animals.  Movement  of  cetaceans 
into  the  buffer  or  sanctuary  area  shall 
not  be  restricted  in  any  way.  Notwith- 
standing the  space  requirements  set 
forth  in  §3.104,  each  of  the  three  areas 
required  for  SWTD  programs  diall 
meet  ii^  following  space  requirements: 

(1)  The  horizontal  dimension  for  each 
ai*ea  must  be  at  least  three  times  the 
average  adult  body  length  of  the  spe- 
cies of  cetacean  used  in  the  program; 

(2)  The  minimum  surface  area  re- 
quired for  each  area  is  calculated  as 
follows: 

(1)  Up  to  two  cetaceans: 


Surface  Area  (SA)  =  [  ^><«venige  adult  body  length  (L)    ^3  ^4 
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(il)  Three  cetaceans: 


SA  =  ^^Jx  3.14x2 

(ill)  Additional  SA  for  each  animal  in 
excess  of  three: 


SA 


X3.14 


(3)  The  average  depth  for  sea  pens,  la- 
goons, and  similar  natural  enclosures 
at  low  tide  shall  be  at  least  9  feet.  The 
average  depth  for  any  manmade  enclo- 
sure or  other  structure  not  subject  to 
tidal  action  shall  be  at  least  9  feet.  A 
portion  of  each  area  may  be  excluded 
when  calculating  the  averaflre  depth, 
but  the  excluded  portion  may  not  be 
used  in  calculating  whether  the  inter- 
active, buffer,  and  sanctuary  area  meet 
the  requirements  of  paragraphs  (a)(1), 
(a)(2).  and  (a)(4)  of  this  section. 

(4)  The  minimum  volume  required  for 
eacih  animal  is  calculated  as  follows: 

Volume  =  SA  X  9 

(b)  Water  clarity.  Sufficient  water 
clarity  shall  be  maintained  so  that  at- 
tendants are  able  to  observe  cetaceans 
and  humans  at  all  times  while  within 
the  interactive  area.  If  water  clarity 
does  not  allow  these  observations,  the 
interactive  sessions  shall  be  can<  •  It d 
until  the  required  clarity  is  provided. 

(c)  Employees  and  attendants.  Each 
SWTD  program  shall  have,  at  the  min- 
imum, the  following  personnel,  with 
the  followiniEr  minimum  backgrounds 
(each  position  shall  be  held  by  a  sepa- 
rate individual,  with  a  sufficient  num- 
ber of  attendants  to  comply  with 
§3.111(e>(4)): 

(1)  Licensee  or  manager — at  least  one 
ftill-time  staff  member  with  at  least  6 
years  experience  in  a  professional  or 
managerial  position  dealing  with  cap- 
tive cetaceans; 

(2)  Head  trainer/behaviorlst— at  least 
one  full-time  staff  member  with  at 
least  6  years  experience  in  training 
cetaceans  for  SWTD  behaviora  in  the 
past  10  years,  or  an  equivalent  amount 
of  experience  involving  in-water  train- 
ing of  cetaceans,  who  serves  as  the 
head  trainer  for  the  SWTD  program; 

(3)  Trainer/supervising  attendant— at 
least  one  full-time  staff  member  with 


at  least  3  years  training  and/or  han- 
dling experience  involving  human/oeta^ 
cean  interaction  programs; 

(4)  Attendant — an  adequate  number 
of  staff  members  who  are  adequately 
trained  in  the  care,  behavior,  and 
training  of  the  program  animals.  At- 
tendants shall  be  designated  by  the 
trainer,  In  consultation  with  the  head 
tralner/behaviorist  and  licensee/man- 
ager, to  conduct  and  monitor  inter- 
active sessions  in  accordance  with 
§3.111(6);  and 

(5)  Attending  veterinarian^-at  least 
one  staff  or  consultant  veterinarian 
who  has  at  least  the  equivalent  of  2 
years  full-time  experience  (4,160  or 
more  hours)  with  cetacean  medicine 
within  the  past  10  years,  and  who  is  li- 
censed to  practice  veterinary  medicine. 

(d)  Program  cuiit7ials.  Only  cetaceans 
that  meet  the  requirements  of 
§  3.111(e)(2)  and  (3)  may  be  used  in 
SWTD  programs. 

(e)  Handling.  (1)  Interaction  time  (i.e., 
designated  interactive  swim  sessions) 
for  each  cetacean  shall  not  exceed  2 
hours  per  day.  Each  program  cetacean 
shall  have  at  least  one  period  in  each  24 
hours  of  at  least  10  continuous  hours 
without  public  interaction. 

(2)  All  cetaceans  used  in  an  inter- 
active session  shall  be  adequately 
trained  and  conditioned  in  human 
interaction  so  that  they  respond  in  the 
session  to  the  attendants  with  appro- 
priate behavior  for  safe  interaction. 
The  head  trainerlDehaviorist.  trainer/ 
supervising  attendant,  or  attendant 
shall,  at  all  times,  control  the  nature 
and  extent  of  the  cetacean  interaction 
with  the  public  during  a  session,  using 
the  trained  responses  of  the  program 
animal. 

(3)  All  cetaceans  used  in  interactive 

sessions  shall  be  in  good  health,  includ- 
ing, but  not  limited  to.  not  being:  infec- 
tious. Cetaceans  undergoing  veterinary 
treatment  may  be  used  in  interactive 
sessions  only  with  the  aniroval  of  tiie 
attending  veterinarian. 

(4)  The  ratio  of  human  participants 
to  cetaceans  shall  not  exceed  3:1.  The 
ratio  of  human  participants  to  attend- 
ants or  other  authorized  SWTD  per- 
sonnel (i.e.,  head  tralner/behaviorist  or 
trainer/supervising  attendant)  shall 
not  exceed  3:1. 
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'5)  Prior  to  pai  licipaliim-  in  an  SWTD 
interactive  session,  members  of  the 
imblio  shall  be  provided  with  oral  and 
written  rules  and  instructions  for  the 
session,  to  include  the  telephone  and 
FAX  numbers  for  Ai'HIS,  Animal  Cai'e, 
for  reporting  Injuries  or  complaints. 
Members  of  the  public  shall  agree,  in 
writing,  to  abide  by  the  rules  and  in- 
structions before  being  allowed  to  par- 
ticipate In  the  session.  Any  participant 
who  fails  to  follow  the  rules  or  instruc- 
tions shall  be  removed  from  the  session 
by  the  facility. 

(6)  All  Interactive  sessions  shall  have 
at  least  two  attendants  or  other  au- 
thorized SWTD  personnel  (i.e..  head 
trainer/behaviorist  or  tralner/super- 
vlslnsr  attendant).  At  least  one  attend- 
ant shall  be  positioned  out  of  the 
water.  One  or  more  attendants  or  other 
authorized  SWTD  personnel  may  be  po- 
sitioned in  the  water.  If  a  fiBkclllty  has 
more  than  two  Incidents  during  inter- 
active sessions  within  a  year's  time 
span  that  have  been  dangerous  or 
harmftil  to  either  a  cetCKsean  or  a 
human,  APHIS,  in  consultation  with 
the  head  trainer/hehaviorist.  will  deter- 
mine if  changes  in  attendant  positions 
are  needed. 

(7)  All  SWTD  programs  shall  limit 
interaction  between  cetaceans  and  hu- 
mans so  that  the  interaction  does  not 
harm  the  cetaceans,  does  not  remove 
the  element  of  choice  from  the 
cetaceans  by  actions  such  as.  but  not 
limited  to,  recalling  the  animal  from 
the  sanctuary  area,  and  does  not  elicit 
unsatisfactory,  undesirable,  or  unsafe 
behaviors  from  the  cetaceans.  All 
SWTD  programs  shall  prohibit  grasp- 
ing: or  holdlngr  of  the  cetacean*s  body, 
unless  under  the  direct  and  explicit  in- 
struction of  an  attendant  eliciting  a 
specific  cetacean  behavior,  and  shall 
prevent  the  chasing  or  other  harass- 
ment of  the  cetaceans. 

(8)  In  cases  where  cetaceans  used  in 
an  interactive  session  exhibit  unsatis- 
factory, undesirable,  or  unsafe  behav- 
iors, including,  but  not  limited  to, 
chargring,  biting,  mouthing,  or  sexual 
contact  with  humans,  such  cetaceans 
shall  either  be  removed  f^m  the  inters 
active  area  or  the  session  shall  be  ter- 
minated. Written  criteria  shall  be  de- 
veloped by  each  SWTD  program,  and 
shall  be  submitted  to  and  approved  by 


APHIS ^'  regarding  conditions  and  pro- 
cedures for  maintaining  compliance 
with  paragraph  (e)(4)  of  this  section; 
for  the  termination  of  a  session  when 
removal  of  a  cetacean  is  not  possible; 
and  regarding  criteria  and  protocols  for 
handling  program  animal(s)  exhibiting 
unsatisfactory,  undesirable,  or  unsafe 
behaviors,  including  retraining  time 
and  teclmiques,  and  removal  from  the 
program  and/or  facility,  if  appropriate. 
The  head  trainer hehaviorist  shall  de- 
termine when  operations  will  be  termi- 
nated, and  when  they  may  resume.  In 
the  absence  of  the  head  trainer/ 
behaviorist.  the  determination  to  ter- 
minate a  session  shall  be  made  by  the 
trainer/supervising  attendant.  Only  the 
head  trainer/behaviorist  may  deter- 
mine when  a  session  may  be  resumed. 

(f)  Recordkeeping.  (1)  Each  facility 
shall  provide  APHIS"  with  a  descrip- 
tion of  its  program  at  least  90  days 
prior  to  initiation  of  the  program,  or  in 
the  case  of  any  program  in  place  before 
September  4,  1998,  not  later  than  Octo- 
ber 5.  1998.  The  description  shall  in- 
clude at  least  the  following: 

(i)  Identification  of  each  cetacean  in 
the  program,  by  means  of  name  and/or 
number,  sex,  age.  and  any  other  means 
the  Administrate OT  determines  to  be 
necessary  to  adequately  identify  the 
cetacean; 

(ii)  A  description  of  the  educational 
content  and  agenda  of  planned  inter- 
active sessions,  and  the  anticipated  av- 
enge and  maximum  firequency  and  du- 
ration  of  encounters  per  cetacean  per 
day: 

(iii)  The  content  and  method  of  pre- 
encounter  orientation,  rules,  and  in- 
structions, including  restrictions  on 
types  of  physical  contact  with  the 
cetaceans;   

(iv)  A  description  of  the  SWTD  feusil- 
ity.  inrlufling  the  primary  enclosure 
and  other  SWTD  animal  housing  or 
holding  enclosures  at  the  facility; 

(v)  A  description  of  the  training,  in- 
cluding actual  or  expected  number  of 
hours  each  cetacean  has  undergone  or 
will  undergo  prior  to  participation  in 
the  prc^am; 


i^Send  to  Administrator,  c/o  Animal  and 
Plant  Health  Inspection  Service,  Animal 
Care.  1700  River  Road  Unit  84,  Riverdale, 
Maryland  20737-1234. 

"See  footnote  11  hi  S3.111(eK8). 
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(vl)  The  resume  of  the  licensee  and/or 
manai?-er.  the  head  trainer  behaviorist. 
the  trainer/supervising  attendant,  any 
Other  attendants,  and  the  attending 
veterinarian; 

(vil)  The  current  behavior  patterns 
and  health  of  each  cetacean,  to  be  as- 
sessed and  submitted  by  the  attending 
veterinarian; 

(vlii)  For  facilities  that  employ  a 
part-time  attendlntr  veterinarian  or 
consultant  arrangements,  a  written 
prosrram  of  veterinary  care  (APHIS 
form  7002),  including-  protocols  and 
schedules  of  professional  visits;  and 

(ix)  A  detailed  description  of  the 
monltorlngr  program  to  be  need  to  de- 
tect and  Identify  changes  in  the  behav- 
ior and  health  of  the  cetaceans. 

(2)  All  SWTD  programs  shall  comply 
in  all  respects  with  the  regulations  and 
standards  set  forth  in  parts  2  and  3  of 
this  subchapter. 

(3)  Individual  animal  veterinary 
records,  including  all  examinations, 
laboratory  reports,  treatments,  and  ne- 
cropsy reports  shall  be  kept  at  the 
SWTD  site  for  at  least  3  years  and  shall 
be  made  available  to  an  APHIS  official 
apon  I  *  4 uest  during  inspection. 

(4)  The  follo\^ing  records  shall  be 
kept  at  the  SWTD  site  for  at  least  3 
years  and  shall  be  made  available  to  an 
APHIS  ofQcial  apon  request  during  in- 
spection: 

(I)  Individual  cetacean  feeding 
records;  and 

(ii)  Individual  cetacean  behavioral 

records. 

(5)  The  following  reports  shall  be 
kept  at  the  SWTD  site  for  at  least  3 
years  and  shall  be  made  available  to  an 
APHIS  official  upon  request  during  In- 
spection: 

(i)  Statistical  summaries  of  the  num- 
ber of  minutes  per  day  that  each  ani- 
mal participated  in  an  interactive  ses- 
sion; 

(II)  A  statistical  summary  of  the 
number  of  human  partioipants  per 
month  in  the  SWTD  program;  and 

(6)  A  description  of  any  changes  made 
in  the  SWTD  program,  which  shall  be 
submitted  to  APHIS ^  on  a  semi-an- 
nual basis. 

(7)  All  incidents  resulting  in  injury 
to  either  cetaceans  or  humans  partioi- 


»See  footnote  11  In  S8.m(eK8). 


pating  in  an  interactive  session,  which 

shall  be  reported  to  APHIS  within  24 
hours  of  the  incident."  Within  7  days 
of  any  such  incident,  a  written  report 
shall  be  submitted  to  the  Adminis- 
trator.'* The  report  shall  provide  a  de- 
tailed description  of  the  incident  and 
shall  establish  a  plan  of  action  for  the 
prevention  ol  further  occurrences. 

(g)  Veterinary  care.  (1)  The  attending 
veterinarian  shall  conduct  on-site  eval- 
uations  of  each  cetacean  at  least  once 
a  month.  The  evaluation  shall  include 
a  visual  inspection  of  the  animal;  ex- 
amination of  the  behavioral,  feeding, 
and  medical  records  of  the  animal;  and 
a  discussion  of  each  animal  with  an 
animal  care  staff  member  familiar  with 
the  animal. 

(2)  The  attending  veterinarian  shall 
observe  an  interactive  swim  session  at 
the  SWTD  site  at  least  once  each 
month. 

(3)  The  attending  veterinarian  shall 
conduct  a  complete  physical  examina- 
tion of  each  cetacean  at  least  once 
every  6  months.  The  examination  shall 
include  a  profile  of  the  cetacean,  in- 
cluding the  cetacean's  identification 
(name  and/or  number,  sex,  and  age), 
wfeis:ht."^  length,  axillary  trirth.  appe- 
tite, and  behavior.  The  attending:  vet- 
erinarian shall  also  conduct  a  general 
examination  to  evaluate  body  condi- 
tion, skin,  eyes,  mouth,  blow  hole  and 
cardio-respiratory  system,  genitalia, 
and  feces  (gastrointestinal  status).  The 
examination  shall  also  include  a  com- 
plete blood  count  and  serum  chemistry 
analysis.  FeM  and  blow  hole  smears 
shall  be  obtained  for  cytology  and 
parasite  evaluation. 

(4)  The  attending  veterinarian,  dur- 
ing the  monthly  site  visit,  shall  record 
the  nutritional  and  reproductive  status 


Telephone  numbers  for  APUIti,  Animal 
Care,  resrlonal  offices  can  be  found  in  local 
telephone  books. 

>^See  footnote  11  in  §3.111ce)(8). 
Weight  may  be  measnred  either  by  scale 
or  calculated  us  in  ^:  the  followlnsr  formulae: 

FemalM:  Natural  log  of  body  mass  -  -  8.44 
+  1.34(natural  loiBr  of  gtrth)  1.28(natural  log 
of  standard  lensrth  ). 

Males:  Natuial  log:  of  body  masBs  -10.3  -t- 
1.62(natnral  log  of  girth)  +  l.S8(natural  log  of 
standard  length). 
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of  each  cetacean  (i.e.,  whether  in  an  ac- 
tive breeding  program,  pregnant,  or 
nursing). 

(5)  The  attendin.?  veterinarian  shall 
examine  water  quality  records  and  pro- 
vide a  written  assessment,  to  remain  at 
the  SWTD  site  for  at  least  3  years,  of 
the  overall  water  quality  during  the 
preceding  month.  Such  records  shall  be 
made  available  to  an  APHIS  official 
upon  request  during  inspection. 

(6)  In  the  event  that  a  cetacean  dies, 
complete  necropsy  results,  including 
all  appropriate  histopathology,  shall  be 
recorded  in  the  cetacean's  Individual 
file  and  .shall  be  made  available  to 
APHIS  officials  during  facility  inspec- 
tions, or  as  requested  by  APHIS.  The 
necropsy  shall  be  performed  within  48 
hour.s  of  the  cetacean's  death,  by  a  vet- 
erinarian experienced  in  marine  mam- 
mal necropsies.  If  the  necropsy  Is  not 
to  be  performed  within  3  hours  of  the 
discovery  of  the  cetacean  s  death,  the 
cetacean  shall  be  refrigerated  until  ne- 
cropsy. Written  results  of  the  necropsy 
shall  be  available  in  the  cetacean's  in- 
dividual file  within  7  days  after  death 
for  gross  pathology  and  within  45  days 
after  death  for  hlstopatholc^. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0579-0096  and 

0579-0115) 

[63  FR  47148.  Sept.  1.  1998] 

EFFECTIVE  Date  Note:  At  64  FR  15920,  Apr. 
2, 1999. 13.111  was  suspended,  effective  Apr.  2. 
1909. 

Transportation  Standards 

§3.112  Consignments  to  carriers  and 
intermediate  handlers. 

(a)  Carriers  and  intermediate  han- 
dlers shall  not  accept  any  marine 
mammal  that  is  presented  by  any  deal- 
er, research  facility,  exhibitor,  oper- 
ator of  an  auction  sale,  or  other  per- 
son, or  any  department,  agency,  or  in- 
strumentality of  the  United  States  or 
any  State  or  local  government  for  ship- 
ment, in  commerce,  more  than  4  hours 
prior  to  the  scheduled  departure  of  the 
primary  conveyance  on  which  il  is  to 
be  transported,  and  that  is  not  accom- 
panied by  a  health  certificate  signed  by 
the  attending  veterinarian  stating  that 
the  animal  was  examined  within  the 
prior  10  days  and  found  to  be  in  accept- 
able health  for  transport:  Provided, 


hou-evcr.  That  the  caiTier  or  inter- 
mediate handlei-  and  any  dealer,  re- 
search fiacility,  exhibitor,  operator  of 
an  auction  sale,  or  other  person,  or  any 
department,  agency,  or  instrumen- 
tality of  the  United  States  or  any 
State  or  local  government  may  mutu- 
ally agree  to  extend  the  time  of  accept- 
ance to  not  more  than  6  hours  if  spe- 
cific prior  scheduling  of  the  animal 
shipment  to  destination  has  been 
made. 

(b)  Any  carrier  or  intermediate  han- 
dler shall  only  accept  for  transpor- 
tation or  transport,  in  commerce,  any 
marine  mammal  in  a  primary  trans- 
port enclosure  that  conforms  to  the  re- 
quirements  in  §3.113  of  this  subpart: 
Provided,  huwcvcr.  That  any  carrier  or 
intermediate  handler  may  accept  for 
transportation  or  transport,  in  com- 
merce, any  marine  mammal  consigned 
by  any  department,  agency,  or  instru- 
mentality of  the  United  States  having 
laboratory  animal  facilities  or  exhib- 
iting animals  or  any  licensed  or  reg- 
istered dealer,  research  facility,  exhibi- 
tor, or  operator  of  an  auction  sale  if 
the  consignor  furnishes  to  the  carrier 
or  intermediate  handler  a  certUiaate, 
signed  by  the  consignor,  stating  that 
the  primary  transport  enclosure  com- 
plies with  §3.113  of  this  subpai  t,  unless 
such  primary  transport  enclosure  is  ob- 
viously defective  or  damaged  and  it  is 
apparent  that  it  cannot  reasonaldy  be 
expected  to  contain  the  marine  mam- 
mal without  causing  suffering  or  injury 
to  the  marine  mammal.  A  copy  of  any 
such  certificate  must  accompany  the 
.shipment  to  destination.  The  certifi- 
cate must  include  at  least  the  fol- 
lowing information: 

(1)  Name  and  address  of  the  con- 
signor: 

(2)  The  number,  aire,  and  sex  of  ani- 
mals in  the  primary  transport  enclo- 
sure(s); 

(3)  A  certifying  statement  (e.g.,  "I 
hereby  certify  that  the — (number)  pri- 
mary transport  enclosure(s)  that  are 
used  to  transport  the  animal(s)  in  this 
shipment  complies  (comply)  with 
USDA  standards  for  primary  transport 
enclosures  (9  CFR  part  3).""):  and 

(4)  The  signatui'e  of  the  consignor, 
and  date. 
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(c)  Carriers  or  intermediate  handlers 
whose  facilities  fail  to  maintain  a  tem- 
perature within  the  range  of  7.2  **C  (45 
"P)  to  23.9  °C  (75  "P)  allowed  by  §3.117  of 
this  subpart  may  accept  for  transpor- 
tation or  transport,  in  conmierce,  any 
marine  mammal  consigned  by  any  de- 
partment, agency,  or  instrumentality 
of  the  United  States  or  of  any  State  or 
local  government,  or  by  any  person  (in- 
cluding any  licensee  or  registrant 
under  the  Act,  as  well  as  any  private 
individual)  if  the  consignor  furnishes 
to  the  carrier  or  intermediate  handler 
a  certifloate  executed  by  the  attending 
veterinarian  on  a  specified  date  that  is 
not  more  than  10  days  prir)r  to  delivery 
of  the  animal  lur  transportation  in 
commerce,  stating  that  the  marine 
mammal  Is  acclimated  to  a  specific  air 
temperature  rang"e  lower  or  higher 
than  those  prescribed  in  §§3.117  and 
8.118.  A  copy  of  the  certificate  must  ac- 
company the  shipment  to  destination. 
The  certificate  must  include  at  least 
the  following  information: 

(1)  Name  and  address  of  the  con- 
signor: 

(2)  The  number,  age,  and  sez  of  a^- 
mals  in  the  shipment; 

(8)  A  certifying  statement  (e.g.,  "I 
hereby  certify  that  the  animal(s)  in 
this  shipment  is  (are),  to  the  best  of 
my  knowledge,  acclimated  to  an  air 
temperature  range  of  ")i  and 

(4)  The  signature  of  the  attending 
veterinarian  and  the  date. 

(d)  Carriers  and  intermediate  han- 
dlers must  attempt  to  notify  the  con- 
signee (receiving  party)  at  least  once 
in  every  6-hour  period  following  the  ar- 
rival of  any  marine  mammals  at  the 
animal  holding  area  of  the  terminal 
cargo  facility.  The  time.  date,  and 
method  of  each  attempted  notification 
and  the  final  notification  to  the  con- 
signee and  the  name  of  the  person  noti- 
fying the  consignee  must  be  recorded 
on  the  copy  of  the  shipping  document 
retained  by  the  caii^ier  or  intermediate 
handler  and  on  a  copy  of  the  shipping 
document  accompanying  the  animal 
shijonent. 

[06  FR  254.  Jan.  3»  2001] 

98.118  Primaiy  melosures  need  to 

traii8p<Mrt  marine  mammals. 

No  dealer,  research  facility,  exhibi- 
tor, or  operator  of  an  auction  sale  shall 


offer  for  transportation  or  transport.  In 
commerce,  any  marine  manmial  in  a 
primary  enclosure  that  does  not  con- 
form to  the  following  requirements: 

(a)  Primary  enclosures  that  are  used 
to  transport  marine  mammals  other 
than  cetaceans  and  slrenlans  must: 

(1)  Be  constructed  from  materials  of 
sufficient  structural  strength  to  con- 
tain the  marine  mammals; 

(2)  Be  constructed  from  material  that 
is  durable,  nontoxic,  and  cannot  be 
chewed  and  or  swallowed: 

(3)  Be  able  to  withstand  the  normal 
rigors  of  transportation, 

(4)  Have  interiors  that  are  free  firom 
any  protrusions  or  hazardous  openings 
that  could  ])e  injurious  to  the  marine 
mammals  contained  within; 

(5)  Be  constructed  so  that  no  parts  of 
the  contained  marine  mammals  are  ex- 
posed to  the  outside  of  the  enclosures 
in  any  way  that  may  cause  injury  to 
the  animals  dr  to  persons  who  are  near^ 
by  or  who  handle  the  enclosures: 

(6)  Have  openings  that  provide  access 
into  the  enclosures  and  are  secui'ed 
with  locking  devices  of  a  type  that  can- 
not be  accidentally  opened: 

^7)  Have  such  openings  located  in  a 
manner  that  makes  them  easily  acces- 
sible at  all  times  for  emergency  re- 
moval and  potential  Ixealanent  of  any 
live  marine  mammal  contained  within: 

(8)  Have  air  inlets  at  heights  that 
will  provide  cross  ventilation  at  all 
levels  (particularly  when  the  marine 
mammals  are  in  a  prone  position),  are 
located  on  all  four  sides  of  the  enclo- 
sures, and  cover  not  less  than  20  per- 
cent of  the  total  surface  area  of  each 
side  of  the  enclosures: 

(9)  Have  projecting  rims  or  other  de- 
vices placed  on  any  ends  and  sides  of 
the  enclosures  that  have  ventilation 
openings  so  that  there  is  a  minimum 
air  circulation  space  of  7.6  centimeters 
(3.0  inches)  between  the  enclosures  and 
any  adjacent  cargo  or  conveyance  wall: 

(10)  Be  constructed  so  as  to  provide 
sufficient  air  circulation  space  to 
maintain  the  temperature  limits  set 
forth  in  this  subpart:  and 

(11)  Be  equipped  with  adequate 
handholds  or  other  devices  on  the  exte- 
rior of  the  enclosures  to  enable  them  to 
be  lifted  without  unnecessary  tilting 
and  to  ensure  that  the  persons  han- 
dling the  enclosures  will  not  come  in 
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contact  with  any  marine  mammal  con- 
tained inside. 

(b)  Straps,  slings,  harnesses,  or  other 
devices  used  for  body  support  or  re- 
straint, when  transporting  marine 
mammals  such  as  cetaceans  and  sire- 
nians  must: 

(1)  Be  designed  so  as  not  to  prevent 
access  to  the  marine  mammals  by  at- 
tendants for  the  purpose  of  admin- 
istering in- transit  care; 

(2)  Be  equipped  with  special  padding 
to  prevent  trauma  or  injury  at  critical 
weight  pressure  points  on  the  body  of 
the  marine  mammals:  and 

(3)  Be  capable  of  keeping  the  animals 
from  tbraahlTig  about  and  causing  in- 
jury to  themselves  or  their  attendants, 
and  yet  be  adequately  designed  so  as 
not  to  cause  injury  to  the  animals. 

(c)  Primary  enclosures  used  to  trans- 
port marine  mammals  must  be  large 
enough  to  assure  that: 

(1)  In  the  case  of  pinnipeds,  polar 
beai's,  and  sea  otters,  each  animal  has 
sutncient  space  to  turn  about  freely  in 
a  stance  whereby  all  four  feet  or  flip- 
pers are  on  the  floor  and  the  animal 
can  sit  in  an  upright  position  and  lie  in 
a  natural  position; 

(2)  In  the  case  of  cetaceans  and  slre- 
nians.  each  animal  has  sufficient  space 
for  support  of  its  body  in  slings,  har- 
nesses, or  other  supporting  devices.  If 
used  (as  prescribed  in  paragraph  (b)  of 
this  section),  without  causintr  injury  to 
such  cetaceans  or  sirenians  due  to  con- 
tact with  the  primary  transport  enclo- 
sure: Provided,  however.  That  animals 
may  be  restricted  in  their  movements 
according  to  professionally  accepted 
standards  when  such  freedom  of  move- 
ment would  constitute  a  danger  to  the 
animals,  their  handlers,  or  other  per- 
sons. 

(d)  Marine  mammals  transported  in 
the  same  primary  enclosure  must  be  of 
the  same  species  and  maintained  in 
compatible  groups.  Marine  mammals 
that  have  not  reached  puberty  may  not 
be  transported  in  the  same  primary  en- 
closure with  adult  marine  mammals 
other  than  their  dams.  Socially  de- 
pendent animals  (e.g.,  sibling,  dam,  and 
other  members  of  a  family  group)  must 
be  allowed  visual  and  nlfactoi-y  contact 
whenever  reasonable.  Female  marine 
mammals  may  not  be  transported  in 


the  same  primary  enclosure  with  any 
mature  male  marine  mammals. 

(e)  Primary  enclosures  used  to  trans- 
port marine  mammals  as  provided  in 
this  section  must  have  solid  bottoms  to 
prevent  leakage  in  shipment  and  must 
be  cleaned  and  sanitised  in  a  manner 
prescribed  in  §3.107  of  this  subpart,  if 
previously  used.  Within  the  primary 
enclosures  used  to  transport  marine 
mammals,  the  animals  will  be  main- 
tain (d  on  sturdy,  rigid,  solid  floors 
with  adequate  drainage. 

(f)  Primary  enclosures  used  to  trans- 
port marine  mammals,  except  where 
such  primary  enclosures  are  perma- 
nently affixed  in  the  animal  cargo 
space  of  the  primary  conveyance,  must 
be  clearly  marked  on  top  (when 
present)  and  on  at  least  one  side,  or  on 
all  sides  whenevei  possible,  with  the 
words  "Live  Animal"  or  "Wild  Ani- 
mal*' in  letters  not  less  than  2.5  centi- 
meters n  inch)  in  height,  and  with  ar- 
rows or  other  markings  to  indicate  the 
correct  upright  position  of  the  con- 
tainer. 

(g)  Documents  accompanying  the 
shipment  must  be  attached  in  an  easily 
accessible  manner  to  the  outside  of  a 
primary  enclosure  that  is  part  of  such 
shipment  or  be  in  the  possession  Of  the 
shipping  attendant. 

(h)  When  a  primary  transport  enclo- 
sure is  permanently  affixed  within  the 
animal  cargo  .space  of  the  primary  con- 
veyance so  that  the  front  opening  is 
the  only  source  of  ventilation  for  such 
primary  enclosure,  the  front  opening 
must  open  directly  to  the  outside  or  to 
an  unobstructed  aisle  or  passageway 
within  the  primary  conveyance.  Such 
front  ventilation  opening  must  be  at 
least  90  percent  of  the  total  surface 
area  of  the  front  wall  of  the  primary 
enclosure  and  covered  with  bars,  wire 
mesh,  or  smooth  expanded  metal. 

[06  FR  255,  Jan.  3. 2001] 

§3.114   Prima^    conveyances  (motor 
vehicle,  railt  air  and  marine). 

(a)  The  animal  cargo  space  of  pri- 
mary conveyances  used  in  transporting 
live  marine  mammals  must  be  con- 
structed in  a  manner  that  will  protect 
the  health  and  assure  the  safely  and 
comfort  of  the  marine  mammals  con- 
tained within  at  all  times.  All  primary 
conveyances  used  must  be  sufficiently 
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temperature-controlled  to  provide  an 
appropriate  environmental  tempera- 
ture for  the  species  involved  and  to 
provide  for  the  safety  and  comfort  of 
the  marine  mammal,  or  other  appro- 
priate safegruards  (such  as.  but  not  lim- 
ited to,  cooling  the  animal  with  cold 
water,  addingr  ice  to  water-filled  enclo- 
sures, and  use  of  fans)  must  be  em- 
ployed to  maintain  the  apima)  at  an 
appropriate  temperature. 

(b)  The  aniTnal  carero  space  must  be 
constmcted  and  maintained  in  a  man- 
ner that  will  prevent  the  ingress  of  en- 
grine  exhaust  fimies  and  gases  in  excess 
of  that  ordinarily  contained  in  the  pas- 
senger compartments. 

(c)  Marine  mammals  must  only  be 
placed  in  animal  cargo  spaces  that 
have  a  supply  of  air  snfaolent  for  each 
live  animal  contained  within.  Primary 
transport  enclosures  must  be  posi- 
tioned in  the  animal  cargo  spaces  of 
primary  conve3rances  in  such  a  manner 
that  each  marine  mammal  contained 
within  will  have  access  to  sufficient 
air. 

(d)  Primary   transport  enclosures 

must  be  positioned  in  primary  convey- 
ances in  such  a  manner  that,  in  an 
emergency,  the  live  marine  mammals 
can  be  removed  from  the  conveyances 
as  soon  as  possible. 

(e)  The  interiors  of  animal  cargo 
spaces  in  primary  conveyances  must  be 
kept  clean. 

(f)  Live  marine  manmials  must  not 
knowingly  be  transported  with  any  ma- 
terial, substance,  or  device  that  may  be 
injurious  to  the  health  and  well-being 
of  the  marine  mammals  unless  proper 
precaution  is  taken  to  prevent  such  in- 
jury. 

(g)  Adequate  lighting  must  be  avail- 
able for  marine  mammal  attendants  to 
properly  inspect  the  animals  at  any 
time.  If  such  lighting  is  not  provided 
by  the  carrier,  provisions  must  be 
made  by  the  shipper  to  supply  such 
lighting. 

[66  FR  255,  Jan.  3. 2001] 

S  8.115  Food  and  druddng  water  ve- 
quiraneiits. 

(a)  Those  marine  mammals  that  re- 
quiie  drinking  water  must  be  offered 
potable  water  within  4  hours  of  being 
placed  in  the  primary  transport  enclo- 
sure for  transport  in  commerce.  Marine 


mammals  must  be  provided  water  as 
often  as  necessary  and  appropriate  for 
tho  species  involved  to  prevent  dehy- 
dration, which  would  jeopardize  the 
good  health  and  well-being  of  the  ani- 
mals. 

(b)  Marine  mammals  being  trans- 
ported in  commerce  must  be  offered 
food  as  often  as  necessary  and  appro- 
priate for  the  species  involved  or  as  de- 
termined by  the  attending  veteri- 
narian. 

[66  FR  256,  Jau.  3.  2001J 

S3.116  Care  in  transit. 

(a)  A  licensed  veterinarian,  em- 
ployee, and  or  attendant  of  the  shipper 
or  receiver  of  any  maiine  manamal 
being  transported,  in  commerce, 
knowledgeable  and  experienced  in  the 
area  of  marine  mammal  care  and  trans- 
port, must  accompany  all  marine 
mammals  during  periods  of  transpor- 
tation to  provide  for  their  good  health 
and  well-being,  to  observe  such  marine 
mammals  to  determine  whether  they 
need  veterinary  care,  and  to  obtain  any 
needed  veterinary  care  as  soon  as  pos- 
sible. Any  transport  of  greater  than  2 
hours  duration  requires  a  transport 
plan  approved  by  the  attending  veteri- 
narian that  will  include  the  specifica- 
tion of  the  necessity  of  the  presence  of 
a  veterinarian  during  the  transport.  If 
the  attending  veterinarian  does  not  ac- 
company the  animal,  communication 
with  the  veterinarian  must  be  main- 
tained in  accordance  with  §§2.33(b)C3) 
and  2.40(b)(3)  of  this  chapter. 

(b)  The  following  marine  mammals 
may  be  transported  in  commerce  only 
when  the  transport  of  such  marine 
mammals  has  been  determined  to  be 
appropriate  by  the  attending  veteri- 
narian: 

(1 )  A  pregnant  animal  in  the  last  half 
of  pregnancy; 

(2)  A  dependent  unweaned  youi^  ani- 
mal; 

(3)  A  nursing  mother  with  yoime:  or 

(4)  An  animal  with  a  medical  condi- 
tion requiring  veterinary  care,  that 
would  hv  (  ompromised  by  transport. 
The  attending  veterinarian  must  note 
on  the  accompanying  health  certificate 
the  existence  of  any  of  the  above  condi- 
tions. The  attending  veterinarian  must 
also  determine  whether  a  veterinarian 
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should  accompany  such  marine  mam- 
mals during  transport. 
(c>  Carriers  mast  inform  the  crew  as 

to  the  presence  of  the  marine  mam- 
mals on  board  the  craft,  inform  the  in- 
dividual accompanying  the  marine 
mammals  of  any  un«Q)ected  delays  as 
soon  as  they  become  known,  and  ac- 
commodate, except  as  precluded  by 
safety  considerations,  requests  by  the 
shipper  or  his  agent  to  provide  access 
to  the  animals  or  take  other  necessary 
actions  for  the  welfare  of  the  animals  if 
a  delay  occurs. 

(d)  A  sufnoient  number  of  employees 
or  attendants  of  the  shipper  or  receiver 
of  cetaceans  or  sirenians  beiner  trans- 
ported, in  commerce,  must  provide  for 
such  cetaceans  and  sirenians  during  pe- 
riods of  transport  by: 

(1)  Keepint?  the  skin  moist  or  pre- 
venting the  drying  of  the  skin  by  such 
methods  as  intermittent  spraying  of 
water  or  apiklicatlon  of  a  nontoxic 
emollient: 

(2)  Assuring  that  tlie  pectoral  flippers 
are  allowed  freedom  of  movement  at 
all  times: 

(3)  Making  adjustments  in  the  posi- 
tion of  the  marine  mammals  when  nec- 
essary to  prevent  necrosis  of  the  skin 
at  weight  pressure  points; 

(4)  Keeping-  the  animal  cooled  and/or 
warmed  sufficiently  to  prevent  over- 
beating,  hypothermia,  or  temperature 
related  stress;  and 

(5)  Calming  the  marine  mammals  to 
avoid  struggling,  thrashing,  and  other 
unnecessary  activity  that  may  cause 
overheating  or  physical  trauma. 

(e)  A  sufficient  number  of  employees 
or  attendants  of  the  shipper  or  receiver 
of  pinnipeds  or  polar  bears  being  trans- 
ported, in  commerce,  must  provide  for 
such  pinnipeds  and  polar  bears  during 
periods  of  transport  by: 

(1)  Keeping  the  animal  cooled  and/or 
warmed  sufficiently  to  prevent  over^ 
heatint,'-.  hypothermia,  or  temperature 
related  stress;  and 

<2)  Calming  the  marine  mammals  to 
avoid  struggling,  thrashing,  and  otlier 
unnecessary  activity  that  may  cause 
overheating  or  physical  trauma. 

(f)  Sea  otters  must  be  transported  in 
XNTimary  enclosures  that  contain  false 
floors  through  which  water  and  waste 
freely  pass  to  keep  the  interior  of  the 
transport  unit  free  from  waste  mate- 
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rials.  Moisture  must  be  provided  by 
water  sprayers  or  ice  during  transport. 

(g)  Marine  mammals  may  be  reaurnA 
from  their  primary  transport  enclo- 
sures only  by  the  attendants  or  other 
persons  capable  of  handling  such  mam- 
mals safely. 

[06  FR  256.  Jan.  3.  2001] 

§  3. 11 7   Terminal  facilities. 

Carriers  and  intermediate  handlers 
must  not  commingle  marine  mammal 
shipments  with  inanimate  cargo.  All 
animal  holding  areas  of  a  terminal  fa- 
cility of  any  carrier  or  intermediate 
handler  where  marine  mammal  ship- 
ments are  maintained  must  be  cleaned 
and  sanitized  in  a  manner  prescribed  in 
§3.107  of  this  subpart  to  minimize 
health  and  disease  hazards.  An  effec- 
tive program  for  the  control  of  insects, 
ectoparasites,  and  avian  and  mamma- 
lian pests  must  be  establi.shed  and 
maintained  for  all  animal  holding 
areas.  Any  animal  holding  area  con- 
taining marine  mammals  must  be  ven- 
tilated with  fresh  air  or  air  circulated 
by  means  of  fans,  blowers,  or  an  air 
conditioning  system  so  as  to  minlmlae 
drafts,  odors,  and  moisture  condensa> 
tion.  Auxiliary  ventilation,  such  as  ex- 
haust fans  and  vents  or  fans  or  blowers 
or  air  conditioning  must  be  used  for 
any  animal  holding  area  containing 
marine  mammals  when  the  air  tem- 
perature within  such  animal  holding 
area  is  28.9  *t)  (75  *F)  or  higher.  The  air 
temperature  around  any  marine  mam- 
mal in  any  animal  holding  area  must 
not  be  allowed  to  fall  below  7.2  °C  (45 
"F).  The  air  temperature  around  any 
polar  bear  must  not  be  allowed  to  ex- 
ceed 29.5  °C  (85  °F)  at  any  time  and  no 
polar  bear  may  be  subjected  to  sur- 
rounding air  temperatures  that  exceed 
2S.9  'C  (75  "P)  for  more  than  4  hours  at 
any  time.  The  ambient  temperature 
must  be  measured  in  the  animal  hold- 
ing area  upon  arrival  of  the  shipment 
by  the  attendant,  carrier,  or  inter- 
mediate handler.  The  ambient  tem- 
peratui'e  must  be  measured  halfway  up 
the  outside  of  the  primary  transport 
enclosure  at  a  distance  from  the  exter- 
nal wall  of  the  primary  transport  en- 
closure not  to  exceed  0.91  meters  (3 
feet). 

[66  FR  256.  Jan.  3,  2001] 
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18.118  Handling. 

(a)  Carriers  and  intermediate  han- 
dlers moving  marine  mammals  from 

the  animal  holding  area  of  the  ter- 
minal facility  to  the  primary  convey- 
ance or  from  the  primary  conveyance 
to  the  animal  holding  area  of  the  ter- 
minal liEusillty  must  provide  the  fol- 
lowlniEr: 

(1)  Movement  of  animals  as  expedi- 
Uously  as  possible. 

(2)  Shelter  from  overheating  and  direct 
sunlight.  When  sunlight  is  likely  to 
cause  overheating,  sunburn,  or  discom- 
fort, sufficient  shade  must  be  provided 
to  protect  the  marine  mammals.  Ma- 
rine mammals  must  not  be  subjected  to 
surrounding  air  temperatures  that  ex- 
ceed 23.9  °C  (75  °F)  unless  accompanied 
by  an  acclimation  certificate  in  ac- 
cordance with  §3.112  of  this  subpart. 
The  temperature  must  be  measured 
and  read  within  or  immediately  adja- 
cent to  the  primary  transport  enclo- 
sure. 

(8)  Shelter  from  cold  weather.  Marine 
mammalfl  must  be  provided  with  spe- 
cies appropriate  protoction  against 
cold  weather,  and  such  marine  mam- 
mals must  not  be  subjected  to  sur- 
rounding air  temperatures  tiiat  fall 
below  7.2  (45  **F)  unless  accompanied 
by  an  acclimation  certificate  in  ac- 
cordance with  §3.112  of  this  subpart. 
The  temperature  must  be  measured 
and  read  within  or  immediately  adja- 
cent to  the  primary  transport  enclo- 
sure. 

(b)  Care  must  be  exercised  to  avoid 
handling  of  the  primary  transport  en- 
closure in  a  manner  that  may  cause 

physical  harm  or  dist  ress  to  the  marine 
mammal  contained  within. 

(c)  Enclosures  used  to  transport  any 
marine  manmial  must  not  be  tossed, 
dropped,  or  needlessly  tilted  and  mnst 
not  be  stacked  unless  properly  secured. 

[06  FR  257,  Jan.  3, 2001] 


Subpart  F— Specifications  for  the 

Humane  Handling,  Core, 
Treatment,  and  Transportation 
of  Warmblooded  Animals 
Other  Than  Dogs.  Cats.  Rab- 
bits, Hamsters,  Guinea  Pigs, 
Nonhumon  Prfmatet,  and  Ma- 
rine Mammals 


Source:  36  FR  24925.  Dec.  24.  1971.  unless 
otherwise  noted.  Redesignated  at  44  FR  96874, 
July  22. 19TB. 

FAcn.mEs  AND  Operattno  Standards 

§3.125    Facilities,  general. 

(a)  Structural  strength.  The  facility 
must  be  constructed  of  such  material 
and  of  such  starei^rtli  as  appropriate  for 
the  animals  involved.  The  indoor  and 
outdoor  housing  facilities  shall  be 
structurally  sound  and  shall  be  miain- 
tained  In  good  repair  to  protect  the 
animals  from  injury  and  to  contain  the 
animals. 

(b)  Water  and  power.  Reliable  and  ade- 
quate electric  power,  if  required  to 

comply  with  other  provisions  of  this 
subpart,  and  adequate  potable  water 
shall  be  available  on  the  premises. 

(c)  Storage.  Supplies  of  food  and  bed- 
ding shall  be  stored  in  facilities  which 
adequately  protect  such  supplies 
against  deterioration,  molding,  or  con- 
tamination by  vermin.  Refrigeration 
shall  be  provided  for  supplies  of  perish- 
able food. 

(d)  Waste  disposal.  Provision  shall  be 
made  for  the  removal  and  disposal  of 
animal  and  food  wastes,  bedding,  dead 
animals,  trash  and  debris.  Disposal  fa- 
cilities shall  be  so  provided  and  oper- 
ated as  to  minimise  vermin  infesta- 
tion, odors,  and  disease  hazards.  The 
disposal  facilities  and  any  disposal  of 
animal  and  food  wastes,  bedding,  dead 
animals,  trash,  and  debris  shall  comply 

with  applicable  Federal.  Slate,  and 
local  laws  and  regulations  relating  to 
pollution  control  or  the  protection  of 
the  environment. 

(e)  Washrnnm  and  sinks.  Facilities, 
such  as  washrooms,  basins,  showers,  or 
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sinks,  shall  be  provided  to  maintain 
cleanliness  amon^  animal  caretakers. 

136  FR  24925.  Dec.  24. 1971.  Redesignated  at  44 
FR  88874,  JaxM  22, 19TB,  and  amended  at  44  FR 
63488,  Nov.  2, 1979] 

I&IM  FaeilltiM,  indoor. 

(a)  Ambient  temperatures.  Tempera- 
ture in  indoor  houslnj^  facilities  shall 
be  sufficiently  regulated  by  heating  or 
cooling  to  protect  the  animais  from  the 
extremes  of  temperature,  to  provide  for 
their  health  and  to  prevent  their  dis- 
comfort. The  ambient  temperature 
shall  not  be  allowed  to  fall  below  nor 
rise  above  temperatures  compatible 
with  the  healtli  and  comfort  of  the  ani- 
mal. 

(b)  Ventilation.  Indoor  housing  facili- 
ties shall  be  adequately  ventilated  by 

natural  or  mechanical  means  to  pro- 
vide for  the  health  and  to  prevent  dis- 
comfort of  the  animals  at  all  times. 
Such  facilities  shall  be  provided  with 
fresh  air  either  by  means  of  windows, 
doors,  vents,  fans,  or  air-conditioning 
and  shall  be  ventilated  so  as  to  mini- 
mize drafts,  odors,  and  moisture  con- 
densation. 

(c)  Lighting.  Indoor  housing  facilities 

shall  have  ample  lighting .  by  natural 
or  artificial  means,  or  1k  tii.  of  good 

quality,  distribution,  and  duration  as 
appropriate  for  the  species  involved. 
Such  lighting  shall  be  uniformly  dis- 
tributed and  of  sufficient  intensity  to 
permit  routine  inspection  and  cleaning. 
Lighting  of  primary  enclosures  shall  be 
designed  to  protect  the  animals  from 
excessive  illumination. 

(d)  Drainage.  A  suitable  sanitary 
method  shall  be  provided  to  eliminate 
rapidly,  excess  water  from  indoor  hous- 
ing facilities.  If  dxmins  are  used,  they 
shall  be  properly  constructed  and  kept 
in  good  repair  to  avoid  foul  odors  and 
installed  so  as  to  prevent  any  backup 
of  sewage.  The  method  of  drainage 
shall  comply  with  applicable  Federal. 
State,  and  local  laws  and  regulations 
relating  to  pollution  control  or  the 
protection  of  the  environment. 

§3.127  FaciUties,  outdoor. 

(a)  Shelter  from  sunlight.  When  sun- 
light is  likely  to  cause  overheating  or 
discomfort  of  the  animals,  sufficient 
shade  by  natural  or  artificial  means 
shall  be  provided  to  allow  all  animals 


kept  outdoors  to  protect  themselves 
from  direct  sunlight. 

(b)  Shelter  from  inclement  weather. 
Natural  or  artificial  shelter  appro- 
priate to  the  local  climatic  conditions 
for  the  species  concerned  shall  be  pro- 
vided for  all  animals  kept  outdoors  to 
afford  them  protection  and  to  prevent 
discomfort  to  such  animals.  Individual 
animals  shall  be  acclimated  before 
they  are  exposed  to  the  extremes  Of  the 
individual  climate. 

(c)  Drainage.  A  suitable  method  shall 
be  provided  to  rapidly  eliminate  excess 
water.  The  method  of  drainage  shall 
comply  with  applicable  Federal,  State, 
and  local  laws  and  regulations  relating 
to  pollution  control  or  the  protection 
of  the  environment. 

(d)  Perimeter  fence.  On  or  after  May 
17,  2000,  all  outdoor  housiner  facilities 
{i.e.,  facilities  not  entirely  indoors) 
must  be  enclosed  by  a  perimeter  fence 
that  is  of  sufficient  height  to  keep  ani- 
mals and  unauthorized  persons  out. 
Fences  less  than  8  feet  high  for  poten- 
tially dangerous  animals,  such  as,  but 
not  limited  to,  large  feUnes  (e.g.,  lions, 

tlsrcrs,  leopards,  couprars.  otr  ).  bears, 
wolves,  rhinoceros,  and  elephants,  or 
less  than  6  feet  high  for  other  animals 
must  be  approved  in  writing  by  the  Ad- 
ministrator. The  fence  must  be  con- 
structed so  that  it  protects  the  animals 
in  the  facility  by  restricting  animals 
and  unauthorized  persons  from  going 
through  it  or  under  it  and  having  con- 
tact with  tht'  animals  in  the  facility, 
and  so  that  it  can  function  as  a  sec- 
ondary containment  system  for  the 
animals  in  the  flaoility.  It  must  be  of 
sufficient  distance  from  the  outside  of 
the  primary  enclosure  to  prevent  phys- 
ical contact  between  animals  inside 
the  enclosure  and  animals  or  persons 
outside  the  perimeter  fence.  Such 
fences  less  than  3  feet  in  distance  from 
the  primary  enclosure  must  be  ap- 
proved in  writing  by  the  Adminis- 
trator. A  perimeter  fence  is  not  re- 
quired: 

(I)  Where  the  outside  walls  of  the  pri- 
mary enclosure  are  made  of  sturdy,  du- 
rable material,  which  may  include  cer- 
tain types  of  concrete,  wood,  plastic, 
metal,  or  glass,  and  are  high  enough 
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and  constructed  in  a  manner  that  re- 
stricts entry  by  animals  and  unauthor- 
ized persons  and  the  Administrator 
griyes  written  approval;  or 

(2)  Where  the  outdoor  housing  facil 
Ity  is  protected  by  an  effective  natural 
barrier  that  restricts  the  animals  to 
the  facility  and  restricts  entry  by  ani- 
mals and  unauthorised  persons  and  the 
Administrator  gives  written  approval; 
or 

(3)  Where  appropriate  alternative  se- 
curity measures  are  employed  and  the 
Administrator  gives  written  approval; 

or 

(4)  For  traveling  facilities  where  ap- 
propriate alternative  secarity  meas- 
ures are  employed;  or 

(5)  Where  the  outdoor  housing  facil- 
ity houses  only  farm  animals,  such  as, 
but  not  limited  to,  cows,  sheep,  goats, 
pigs,  horses  (for  regrulated  purposes),  or 
donkeys,  and  the  facility  has  m  place 
effective  and  customary  containment 
and  security  measures. 

[96  FR  34825,  Dec.  24. 1971.  Hedeslgnated  at  44 

FR  36874.  July  22.  1979,  as  amended  at  64  FR 
56147.  Oct.  18.  1999;  65  FR  70770,  Nov.  28.  2000J 

S  8.128  Space  requirements. 

Enclosures  shall  be  constructed  and 
maintained  so  as  to  provide  sufficient 
space  to  allow  each  animal  to  make 
normal  postural  and  social  adjust- 
ments with  adequate  freedom  of  move- 
ment. Inadequate  space  may  be  indi- 
cated by  evidence  of  malnutrition,  poor 
condition,  debility,  stress,  or  abnormal 
behavior  patterns. 

Animal  Health  and  Husbandry 
Standards 

§3.129  Feeding. 

(a)  The  food  shall  be  wholesome,  pal- 
atable, and  ftee  from  contamination 

and  of  sufficient  quantity  and  nutritive 
value  to  maintain  all  animals  in  good 
health.  The  diet  shall  be  prepaied  with 

consideration  for  the  a«re,  species,  con- 
dition, size,  and  type  of  the  animal. 
Animals  shall  be  fed  at  least  once  a  day 
except  as  dictated  by  hibernation,  vet- 
erinary treatment,  normal  fasts,  or 
other  professionally  accepted  prac- 
tices. 

(b)  Food,  and  food  receptacles,  if 
used,  shall  be  sufficient  in  quantity 
and  located  so  as  to  be  accessible  to  all 


animals  in  the  enclosure  and  shall  be 
placed  so  as  to  minimize  contamina- 
tion. Food  receptacles  shall  be  kept 
clean  and  sanitary  at  all  times.  If  self- 

i\>edcr,s  are  used,  adequate  measures 

shall  be  taken  to  prevent  moldine:.  con- 
tamination, and  deterioration  or  cak- 
ing* of  food. 

§3.130  Watering. 

If  potable  water  is  not  accessible  to 
the  animals  at  all  times,  it  must  be 
provided  as  often  as  necessary  for  the 
health  and  comfort  of  the  animal.  Fre- 
quency of  watering:  shall  consider  age. 
species,  condition,  size,  and  type  of  the 
animal.  All  water  receptacles  shall  be 
kept  clean  and  sanitary. 

§3.181  Sanitatton. 

(a)  Cleaning  of  encloaurea.  Bzcreta 
shall  be  removed  from  primary  enclo- 
sures as  often  as  necessary  to  prevent 
contamination  of  the  animals  con- 
tained therein  and  to  minimize  disease 
hazards  and  to  reduce  odors.  When  en- 
closures are  cleaned  by  hosing  or  flush- 
ing;, adequate  measures  shall  be  taken 
to  protect  the  animals  confined  in  such 
enclosures  from  being  directly  sprayed 
with  the  stream  of  water  or  wetted  in- 
voluntarily. 

(b)  Sanitatton  of  enclosures.  Subse- 
quent to  the  presence  of  an  animal 
with  an  infectious  or  transmissible  dis- 
ease, cages,  rooms,  and  hard-surfaced 
pens  or  runs  shall  be  sanitized  either 
by  washing  them  with  hot  water  (180  F. 
at  sourro)  anrl  soap  or  detergent,  as  in 
a  merhaniLal  washer,  or  by  washing  all 
soiled  surfaces  with  a  detergent  solu- 
tion followed  by  a  safe  and  effective 
disinfectant,  or  by  cleaning  all  soiled 
surfaces  with  saturated  live  steam 
under  pressure.  Pens  or  runs  using 
gravel,  sand,  or  dirt,  shall  be  sanitized 
when  necessary  as  directed  by  the  at- 
tending veterinarian. 

(c)  Housekeeping.  Premises  (buildings 
and  grounds)  shall  be  kept  clean  and  in 
good  repair  in  order  to  protect  the  ani- 
mals from  injury  and  to  facilitate  the 
prescribed  husbandry  practices  set 
forth  in  this  subpart.  Accumulations  of 
trash  shall  be  placed  in  designated 
areas  and  cleared  as  necessary  to  pro- 
tect the  health  of  the  animals. 

(d)  Peat  control,  A  safe  and  effective 
program  for  the  control  of  insects. 
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ectoparasites,  and  avian  and  mamma- 
lian pests  shall  be  established  and 
maintained. 

§3.132  p]mployee8. 

A  sufficient  number  of  adequately 
trained  employees  shall  be  ntilized  to 

maintain  the  profossionally  acceptable 
level  of  husliandry  practices  set  forth 
in  this  subpart.  Such  practices  shall  be 
under  a  supervisor  who  has  a  back- 
ground  in  animal  care. 

§8.138  Separation. 

Animals  housed  in  the  same  primary 
enclosure  must  be  compatible.  Animals 
shall  not  be  housed  near  animals  that 
interfere  with  their  health  or  cause 
them  discomfort. 

§§3.134-3.135  LReservedl 

Transportation  Standards 

source:  Sections  3.136  throui^h  3.142  appear 
at  42  FR  31569.  .hint'  21.  1977.  unlo.^^  otherwi.se 
noted.  Redesignated  at  44  FR  36874.  July  22, 
1979. 

§3.136  Consignments  to  carriers  and 
intermediate  handlers. 

(a)  Carriers  and  intermediate  han- 
dlers shall  not  accept  any  live  animals 

presented  by  any  dealer,  research  facil- 
ity, exhibitor,  operator  of  an  auction 
sale,  or  other  person,  or  any  depart- 
ment, atrency.  or  instrumentality  of 
the  United  States  or  any  State  or  local 
government  for  shipment,  in  com- 
merce*  more  than  4  hours  prior  to  the 
scheduled  departure  of  the  primary 
conveyance  on  which  it  is  to  be  trans- 
ported: Provided,  however,  That  the  cai'- 
rler  or  intermediate  handler  and  any 
dealer,  research  facility,  exhibitor,  op- 
erator of  an  auction  sale,  or  other  per- 
son, or  any  department,  agency,  or  in- 
strumentality of  the  United  States  or 
any  State  or  local  Kovernment  may 
mutually  ag^ree  to  extend  the  time  of 
acceptance  to  not  more  than  6  hours  if 
specific  prior  scheduling  of  the  animal 
shipment  to  destination  has  been 
made. 

(b)  Any  carrier  or  intermediate  han- 
dler shall  only  accept  for  transpor- 
tation or  transport,  in  commerce,  any 
live  animal  in  a  primary  enclosure 
which  conforms  to  the  requirements 
set  forth  in  §3.137  of  the  standards:  Pro- 


vided, however,  That  any  carrier  or  In- 
termediate handler  may  accept  for 
transportation  or  transport,  in  oom- 
merce.  any  live  animal  consigned  by 
any  department,  agency,  oi'  instrumen- 
tality of  the  United  States  liaving  lab- 
oratory animal  fietoillties  or  exhibltlBg 
animals  or  any  licensed  or  rocristered 
dealer,  research  facility,  exhibitor,  or 
operator  of  an  auction  sale  if  the  con- 
signor furnishes  to  the  carrier  or  inter- 
mediate handler  a  certificate,  signed 
by  the  consig-nor.  stating^  that  the  pri- 
mary enclosure  complies  with  §3.137  of 
the  standards,  unless  such  primary  en- 
closure  is  obviously  defective  or  dam- 
at,^ed  and  it  is  apparent  that  it  cannot 
reasonably  be  expected  to  contain  the 
live  animal  without  causing  suffering 
or  injury  to  such  live  animal.  A  copy  of 
such  certificate  shall  accompany  the 
shipment  to  destination.  The  certifi- 
cate shall  include  at  least  the  fol- 
lowing information: 

(1)  Name  and  address  of  the  con- 
signor; 

(2)  The  number  of  animals  in  the  pri- 
mary enclosure(s); 

(3)  A  certifying  statement  (e.g..  'I 

hereby  certify  that  the    (number) 

primary  enclosure(s)  which  are  used  to 
transpoi't  the  animal(s)  in  this  ship- 
ment complies  (comply)  with  USDA 
standards  for  primary  enclosures  (9 
CFR  part  3).**);  and 

(4)  The  sifl^ture  of  the  consignor, 
and  date. 

(c)  Carriers  or  intermediate  handlers 
whose  facilities  fail  to  meet  the  min- 
imum temperature  allowed  by  the 

standards  may  accept  for  transpor- 
tation or  transport,  in  commerce,  any 
live  animal  consigned  by  any  depart- 
ment, atrency.  or  instrumentality  of 
the  United  States  or  of  any  State  or 
local  government,  or  by  any  person  (in- 
cluding any  licensee  or  registrant 
under  the  Act.  as  well  as  any  private 
individual)  if  the  consignor  furnishes 
to  the  carrier  or  intermediate  handler 
a  certificate  executed  by  a  veterinarian 
accredited  by  this  Department  pursu- 
ant to  part  160  of  this  title  on  a  speci- 
fied date  which  shall  not  be  more  than 
10  dasrs  prior  to  delivery  of  such  animal 
for  transportation  in  commerce,  stat- 
ing that  such  live  animal  is  acclimated 
to  air  temperatuies  lower  than  those 
prescribed  in  If  S.141  and  3.142.  A  copy 
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of  sach  certificate  shall  accompany  the 

shipment  to  destination.  The  certifi- 
cate shall  Include  at  least  the  fol- 
lowing inlormation: 

(1)  Name  and  address  of  the  con- 

Slgnoi : 

(2)  The  number  of  animals  In  the 
shipment; 

(3)  A  certifyingr  statement  (e.g.,  "I 

hereby  certify  that  the  animahs)  in 
this  shipment  is  (are),  to  the  best  of 
my  knowledge,  acclimated  to  air  tem- 
peratnres  lower  than  7.3  (45  *F.)"); 
and 

(4)  The  signature  of  the  USDA  ac- 
credited veterinarian.  assigned 
accrediation  number,  and  date. 

(d)  Carriers  and  intermediate  han- 
dlers shall  attempt  to  notify  the  con- 
signee at  least  once  in  every  6  hour  pe- 
riod following  the  arrival  of  any  live 
animals  at  the  animal  holding  area  of 
the  terminal  cargo  facility.  The  time, 
date,  and  method  of  each  attempted 
notification  and  the  final  notification 
to  the  consignee  and  the  name  of  the 
person  notifyincr  the  consiq-nee  shall  Vio 
recorded  on  the  copy  of  the  shipping 
document  retained  by  the  carrier  or  in- 
termediate handler  and  on  a  copy  of 
the  shipping  document  accompanying 
the  animal  shipment. 

[42  FR  31569.  June  21.  1977.  as  amended  at  43 
FR  21166,  May  16.  1978.  Redesignated  at  44  FR 
36874,  July  22,  1979,  and  amended  at  44  FR 
63493.  Nov.  2. 1979] 

§8.187  Primary   enclosures   used  to 
transport  live  animals. 

No  dealer,  research  facility,  exhibi- 
tor, or  operator  of  an  auction  sale  shall 
offer  for  transportation  or  transport,  in 
commerce,  any  live  animal  in  a  pri- 
mary enclosure  which  does  not  con- 
form to  the  following  requirements: 

(a)  Primary  enclosures,  such  as  com- 
partaients,  transport  cages,  cartons,  or 
crates,  used  to  transport  live  animals 
shall  be  constructed  in  such  a  manner 
that  (1)  the  stmctnral  strength  of  the 
enclosure  shall  be  sufficient  to  contain 
the  live  animals  and  to  withstand  the 
normal  rigors  of  transportation;  (2)  the 
interior  of  the  enclOBure  shall  be  free 
from  any  protrusions  that  could  be  in- 
jurious to  the  live  animals  contained 
therein;  (3)  the  opernings  of  such  enclo- 
sures are  easily  accessible  at  all  times 
for  emergency  removal  of  the  live  ani- 


mals; (4)  except  as  provided  in  para- 
graph (g)  of  this  section,  there  are  ven- 
tilation openln,e:s  located  on  two  oppo- 
site walls  of  the  primary  enclosure  and 
the  ventilation  openings  on  each  such 
wall  shall  be  at  least  16  percent  of  the 
total  surface  area  of  each  such  wall,  or 
there  are  ventilation  openintrs  located 
on  all  four  walls  of  the  primary  enclo- 
sure and  the  ventilation  openings  on 
each  such  wall  shall  be  at  least  8  per- 
cent of  the  total  surface  area  of  each 
such  wall:  Provided,  however,  That  at 
least  one-third  of  the  total  minimum 
area  required  for  ventilation  of  the  pri- 
mary enclosure  shall  be  located  on  the 
lower  one-half  of  the  primary  enclosure 
and  at  least  one-third  of  the  total  min- 
imum area  required  for  ventilation  of 
the  primary  enclosure  shall  be  located 
on  the  upper  one-half  of  the  primary 
enclosure;  (5)  except  as  provided  in 
paragraph  (g)  of  this  section,  pro- 
jecting rims  or  other  devices  shall  be 
on  the  exterior  of  the  outside  walls 
with  any  ventilation  openings  to  pre- 
vent obstruction  of  the  ventilation 
openings  and  to  provide  a  minimum  air 
circulation  space  of  1.9  centimeters  (.75 
inrh>  between  the  primary  enclosure 
and  any  adjacent  cargo  or  conveyance 
wall;  and  (6)  except  as  provided  in  para- 
graph fg-)  of  this  section,  adequate 
handholds  or  other  devices  for  lilting 
shall  be  provided  on  the  exterior  of  the 
primary  enclosure  to  enable  the  pri- 
ma i-y  enclosure  to  be  lifted  without 
tilting  and  to  ensure  that  the  person 
handling  the  primary  enclosure  will 
not  be  in  contact  with  the  animal. 

(b)  Live  animals  transported  in  the 
same  primary  enclosure  shall  be  of  the 
same  species  and  maintained  in  com- 
patible groups.  Live  animals  that  have 
not  reached  puberty  shall  not  be  trans- 
ported in  the  same  primary  enclo.sure 
with  adult  animals  other  than  their 
dams.  Socially  dependent  animals  (e.g., 
sibling,  dam,  and  other  members  of  a 
family  group)  must  be  allowed  visual 
and  olfactory  contact.  Any  female  ani- 
mal in  season  (estrus)  shall  not  be 
transported  in  the  same  primary  enclo- 
sure with  any  male  animal. 

(c)  Primary  enclosures  used  to  trans- 
port live  animals  shall  be  large  enough 
to  ensure  that  each  animal  contained 
therein  has  aufficdent  space  to  turn 
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about  freely  and  to  make  normal  pos- 
tural adjustments:  Provided,  however. 
That  certain  species  may  be  restricted 
in  l^eir  movements  according  to  pro- 
fessionally acceptable  .standards  when 
such  freedom  of  movement  would  con- 
stitute a  danger  to  the  animals,  their 
handlers,  or  other  persons. 

(d)  Primary  enclosures  used  to  trans- 
port live  animals  as  provided  in  this 
section  shall  have  solid  V)ottoms  to  pre- 
vent leakage  in  shipment  and  still  be 
cleaned  and  sanitized  In  a  manner  pre- 
scribed in  13.131  of  the  standards,  if 
previously  used.  Such  primary  enclo- 
sures shall  contain  clean  litter  of  a 
suitable  absorbajit  material,  which  is 
safe  and  nontoxic  to  the  live  animals 
contained  therein,  in  sufficient  quan- 
tity to  absorb  and  cover  excreta,  unless 
the  animais  aie  on  wire  or  other 
nonsolid  floors. 

<e)  Primary  enclosures  used  to  trans- 
port live  animals,  except  where  such 
primary  enclosures  are  permanently  af- 
fixed in  the  animal  cargo  space  of  the 
primary  convesrance,  shall  be  clearly 
marked  on  top  and  on  one  or  more 
sides  with  the  words  "Live  Animal"  or 
"Wild  Animal",  whichever  is  appro- 
priate, in  letters  not  less  than  2.5  cen- 
timeters (1  inch)  in  heiirht.  and  with 
arrows  or  other  markintrs  to  indicate 
the  correct  upright  position  of  the  con- 
tainer. 

(f)  Documents  accompansring  the 
shipment  shall  be  attached  in  an  easily 
accessible  manner  to  the  outside  of  a 
primary  enclosure  which  is  part  of  such 
shipment. 

(g)  When  a  primary  enclosure  is  per- 
manently affixed  within  the  animal 
cargo  space  of  the  primary  conveyance 
so  that  the  front  opening  is  the  only 
source  of  ventilation  for  such  primary 
enclosure,  the  front  openinR-  shall  open 
directly  to  the  outside  or  to  an  unob- 
structed aisle  or  passageway  within  the 
primary  conveyance.  Such  front  ven- 
tilation opening:  shall  be  at  least  90 
percent  of  the  total  surface  area  of  the 
front  wall  of  the  primary  enclosure  and 
covered  with  bars,  wire  mesh  or 
smooth  expanded  metal. 

[12  FR  31569.  .June  21.  1977.  as  amended  at  13 
FR  21166.  May  16.  1978.  Redesignated  at  44  FB 
36874,  July  22.  1979J 


§8.138   Primary    conveyances  (motor 
vehicle,  rail,  air,  and  marine). 

(a)  The  animal  cargo  space  of  pri- 
mary conveyances  used  in  transporting 
live  animals  shall  be  designed  and  con- 
structed to  protect  the  health,  and  en- 
sure the  safety  and  comfort  of  the  live 
animals  contained  therein  at  all  times. 

(b)  The  animal  cargo  space  shall  be 
constructed  and  maintained  in  a  man- 
ner to  prevent  the  ingress  of  engine  ex- 
haust fumes  and  gases  from  the  pri- 
mary convesrance  during  transpor- 
tation in  commerce. 

(c)  No  live  animal  shall  be  placed  in 
an  animal  cargo  space  tiiat  does  not 
have  a  supply  of  air  sufficient  for  nor- 
mal breathing  for  each  live  animal  con- 
tain >vi  therein,  and  the  primary  enclo- 
sures shall  be  positioned  in  the  animal 
cargo  space  In  such  a  manner  that  each 
live  animal  has  access  to  sufficient  air 
for  normal  breathing. 

(d)  Primary  enclosures  shall  be  posi- 
tioned in  the  primary  conveyance  in 
such  a  manner  that  in  an  emergency 
the  live  animals  can  be  removed  from 
the  primary  convesrance  as  soon  as  pos- 
sible. 

(e)  The  interior  of  the  animal  oaxgo 

space  shall  l^e  kept  clean. 

(f)  Live  animals  shall  not  lie  trans- 
ported with  any  material,  substance 
(e.g.,  dry  Ice)  or  device  which  may  rea^ 

sonably  be  expected  to  be  injurious  to 
the  health  and  well-being  of  the  ani- 
mals unless  proper  precaution  is  taken 
to  prevent  such  injury. 

§3.139   Food  and  water  requirements. 

(a)  All  live  animals  shall  be  offered 
potable  water  within  4  hours  prior  to 
being  transported  In  commerce.  Deal- 
ers, exhibitors,  research  facilities  and 
operators  of  auction  sales  shall  provide 
potable  water  to  all  live  animals  trans- 
ported In  their  own  primary  ooBvey- 
ance  at  least  every  12  hours  after  such 
transportation  is  initiated,  and  car- 
riers and  intermediate  handlers  shall 
provide  potable  water  to  all  live  anl- 
mals  at  least  every  12  hours  after  ac- 
ceptance for  transportation  in  com- 
merce: Provided,  however.  That  except 
as  directed  by  hibernation,  veterinary 
treatment  or  other  professionally  ac- 
cepted practices,  those  live  animals 
which,  by  common  accepted  practices. 
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require  watering  more  frequently  shall 

be  so  watered. 

(b)  Each  live  animal  shall  be  fed  at 
least  once  in  each  24  hour  period,  ex- 
cex>t  as  directed  by  hibernation,  veteri- 
nary treatment,  normal  fasts,  or  other 
professionally  accepted  practices. 
Those  live  animals  which,  by  common 
accepted  practice,  require  feeding  more 
frequently  shall  be  so  fed. 

(c)  A  sufficient  quantity  of  food  and 
water  shall  accompany  the  live  animal 
to  provide  food  and  water  for  such  ani- 
mals for  a  period  of  at  least  24  hours, 
except  as  directed  by  hibernation,  vet- 
erinary treatment,  normal  fasts,  and 
Other  professionally  accepted  prac- 
tices. 

(d)  Any  dealer,  research  facility,  ex- 
hibitor or  operator  of  an  auction  sale 
offering  any  live  animal  to  any  carrier 
or  intermediate  handler  for  transpor- 
tation in  commerce  shall  affix  to  the 
outside  of  the  primary  enclosure  used 
for  transporting  sach  live  animal,  writ- 
ten instmctioiis  concerning  the  food 
and  water  requirements  of  such  animal 
while  being  so  transported. 

(e)  No  carrier  or  intermediate  han- 
dler shall  accept  any  live  animals  for 
transportation  in  commerce  unless 
written  instructions  concerning  the 
food  and  water  requirements  of  such 
animal  while  being  so  transported  is  af- 
fixed to  the  outside  of  its  primary  en- 
closure. 

§a.l40  Cwelntraiuit 

(a)  Durinur  .sui-face  transportation,  it 
shall  be  the  re.spon.sibility  of  ihe  driver 
or  other  employee  to  visually  observe 
the  live  animals  as  firequently  as  cir- 
cumstances may  dictate,  but  not  less 
than  once  every  4  hours,  to  assure  that 
they  are  receiving  sufficient  air  for 
normal  breathing,  their  ambient  tem- 
peratures are  within  the  prescribed 
limits,  all  other  applicable  standards 
are  being  compiled  with  and  to  deter- 
mine whether  any  of  the  live  animals 
are  in  obvious  physical  distress  and  to 
provide  any  needed  veterinary  care  as 
soon  as  possible.  When  transported  by 
air.  live  animals  shall  be  visually  ob- 
served tiy  the  carrier  as  frequently  as 
circumstances  may  dictate,  but  not 
less  than  once  every  4  hours,  if  the  ani- 
mal cargo  space  Is  accessible  during 
flight.  If  the  animal  cargo  space  is  not 


accessible  during  flight,  the  carrier 
shall  visually  observe  the  live  animals 
whenever  loaded  and  unloaded  and 
whenever  the  animal  cargo  space  Is 
otherwise  accessible  to  assure  that 
they  are  receiving  sufficient  air  for 
normal  breathing,  their  ambient  tem- 
peratures are  within  the  prescribed 
limits,  all  other  applicable  standards 
are  being  complied  with  and  to  deter- 
mine whether  any  such  live  animals 
are  in  obvious  physical  distress.  The 
carrier  shall  provide  any  needed  veteri- 
nary  care  as  soon  as  possible.  No  ani- 
mal in  obvious  physical  distress  shall 
be  transported  in  commerce. 

(b)  Wild  or  otherwise  dangerous  ani- 
mals ^all  not  be  taken  from  their  pri- 
mary enclosure  except  under  extreme 
emergency  conditions:  Provided,  how- 
ever. That  a  temporary  primary  enclo- 
sure may  be  used,  if  available,  and  such 
temporary  primary  enclosure  is  struc- 
turally strong  enough  to  prevent  the 
escaim  of  the  animal.  During  the  course 
of  transportation,  in  commerce,  live 
animals  shall  not  be  removed  from 
their  primary  enclosures  unless  placed 
in  other  primary  enclosures  or  facili- 
ties conforming  to  the  requirements 
provided  in  this  subpart. 

§8.141  Termiiud  facilities. 

Carriers  and  intermediate  handlers 

shall  not  commingle  live  animal  ship- 
ments with  inanimate  cargo.  All  ani- 
mal holding  areas  of  a  terminal  facility 
of  any  carrier  or  intermediate  handler 
wherein  live  animal  shipments  are 
maintained  shall  be  cleaned  and  sani- 
tized in  a  manner  prescribed  in  §3.141 
of  the  standards  often  enough  to  pre- 
vent  an  accumulation  of  debris  or  ex- 
creta, to  minimize  vermin  infestation 
and  to  prevent  a  disease  hazard.  An  ef- 
fective program  for  the  control  of  in- 
sects, ectoparasites,  and  avian  and 
mammalian  posts  shall  be  established 
and  maiuLained  lor  aii  animal  holding 
ajreas.  Any  animal  holding  area  con- 
taining live  animals  shall  be  provided 
with  fresh  air  by  means  of  windows, 
doors  vents,  or  air  conditioning  and 
may  be  ventilated  or  air  circulated  by 
means  of  fans,  blowers,  or  an  air  condi- 
tioning system  so  as  to  minimize 
drafts,  odors,  and  moisture  condensa- 
tion. Auxiliary  ventilation,  such  as  ex- 
haust fans  and  vents  or  fans  or  blowers 
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or  air  conditioning'  shall  be  used  for 
any  animal  holding  area  containing 
live  animals  when  the  air  temperature 
within  such  animal  holding  area  is 
23.9=C.  (75. °F.)  or  higher.  The  air  tem- 
perature around  any  live  animal  in  any 
animal  holdlngr  area  shall  not  be  al- 
lowed to  fall  below  7.2^C.  (45°F.>  nor  be 
allowed  to  exceed  29.5'^C.  (85^F.)  at  any 
time:  Provided,  however,  That  no  live 
animal  shall  be  subjected  to  sur- 
rounding air  temperatures  which  ex- 
ceed 23.9°C.  (75°F.)  for  more  than  4 
hours  at  any  time.  To  ascertain  com- 
pliance wildi  the  provisions  of  this 
paragraph,  the  air  temperature  around 
any  live  animal  shall  be  measured  and 
read  outside  the  primaiT  enclosure 
which  contains  such  animal  at  a  dis- 
tance not  to  exceed  .91  meters  (3  feet) 
from  any  one  of  the  external  walls  of 
the  primary  enclosure  and  on  a  level 
parallel  to  the  bottom  of  such  primary 
enclosure  at  a  point  which  approxi- 
mates half  the  distance  between  the 
top  and  bottom  of  such  primary  enclo- 
sure. 

[48  FR  56817.  Dec.  1.  vm.  Redesignated  at  44 
FR  36874.  July  22, 1979] 

§8.14S  Handlfaig. 

(a)  Carriers  and  intermediate  han- 
dlers shall  move  live  animals  from  the 
animal  holding  area  of  the  terminal  fa- 
cility to  the  primary  conveyance  and 
from  the  primary  convejrance  to  the 
animal  holding  area  of  the  terminal  U^r 
cility  as  expeditiously  as  possible.  Car- 
riers and  intermediate  handlers  hold- 
iner  any  live  animal  in  an  animal  hold- 
ing area  of  a  terminal  facility  or  in 
tran.sportintr  any  live  animal  from  the 
animal  holding  area  of  the  terminal  fa- 
cility to  the  primary  convejrance  and 
from  the  primary  conveyance  to  the 
animal  holding  area  of  the  terminal  fa- 
cility, including  loading  and  unloading 
procedures,  shall  provide  the  followingr: 

(1)  Shelter  from  sunlight.  When  sun- 
light is  likely  to  cause  overheating  or 
discomfort,  sufficient  shade  shall  be 
provided  to  protect  the  live  animals 
from  the  direct  rays  of  the  sun  and 
such  live  animals  shall  not  be  sub- 
jected to  surrounding  air  temperatures 
which  exceed  29.5'*C.  (85*'F.),  and  which 
shall  be  measured  and  read  in  the  man- 
ner prescribed  in  §3.141  of  this  part,  for 
a  period  of  more  than  45  nuuuLes. 


(2)  Shelter  from  rain  or  snow.  Live  ani- 
mals shall  be  provided  protection  to 
allow  them  to  remain  dry  during  rain 
or  snow. 

(3)  Shelter  from  cold  weather.  Trans- 
porting devices  shall  be  covered  to  pro- 
vide protection  for  live  animals  when 
the  outdoor  air  temperature  falls  below 
ICC.  (5(rF.  >  and  such  live  animals  shall 
not  be  subjected  to  surrounding  air 
temperatures  which  fall  below  7.SW3. 
(45'F.),  and  which  shall  be  measured 
and  read  in  the  manner  prescribed  in 
§3.141  of  this  part,  for  a  period  of  more 
than  45  minutes  unless  such  animals 
are  accompanied  by  a  certificate  of  ac- 
climation to  lower  temperatures  as 
prescribed  in  §  3.136(c). 

(b)  Care  shall  be  exercised  to  avoid 
handling  of  the  primary  enclosure  in 
such  a  manner  that  may  cause  physical 
or  emotional  trauma  to  the  live  animal 
contained  therein. 

(c)  Primary  enclosures  used  to  trans- 
port any  live  animal  shall  not  be 
tossed,  dropped,  or  needlessly  tilted 
and  shall  not  be  stacked  in  a  manner 
which  ma^  reasonably  be  expected  to 
result  in  their  falling. 

[43  FR  21167.  May  IG.  1978.  an  amended  at  i:? 

FR  56217.  Dec.  1.  1978.  Redesis^nated  at  44  FR 
86874,  July  22, 1979] 

PART  4— RULES  OF  PRACTICE  GOV- 
ERNING PROCEEDINGS  UNDER 
THE  ANIMAL  WELFARE  ACT 

SubpQit  A~GMMfQl 

Sec. 

4.1  Scope  and  applicability  of  roles  of  prac- 
tice. 

Itiihnwf  n  ^limlamimlri  ftini  nf  rmrHra 

4.10  Summary  action. 

4.11  Stipolations. 

ACTHOIUTY:  80  Stat.  353:  7  U.S.C.  2151. 

Source:  42  FR  10969.  Feb.  25.  1977,  anleas 

otherwise  noted. 

Subpart  A— General 

§4.1   Scope  and  applicability  of  rules 
of  practice* 

The  Uniform  Rules  of  Practice  for 

the  Department  of  Apriculture  promul- 
gated in  .subpart  H  of  part  1.  subtitle  A, 
title  7,  Code  of  Federal  Regulations, 
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are  the  Rules  of  Practice  applicable  to 
adjudicatory.  administrative  pro- 
ceedings under  section  19  of  the  Animal 
Welfare  Act  (7  U.S.C.  2149).  In  addition. 

the  Supplemental  Rules  of  Practice  set 
forth  in  subpart  B  of  this  part  shall  be 
applicable  to  such  proceedings. 

Subpart  B— Suppiemonlal  Rules  of 
Practice 

§4.10    Summary'  action. 

(a)  In  any  siLuaLion  where  tiie  Ad- 
ministrator has  reason  to  believe  that 

any  person  licensed  under  the  Act  has 
violated  or  is  violating:  any  provision  of 
the  Act,  or  the  regulations  or  stand- 
ards issued  Uiereunder,  and  he  deems  it 
warranted  under  the  circumstances, 
the  Administrator  may  suspend  such 
person's  license  temporarily,  for  a  pe- 
riod not  to  exceed  21  days,  effective,  ex- 
cept as  provided  in  § 4.10(b).  upon  writ- 
ten notification  .ui\-en  to  such  person  of 
the  suspension  of  his  license  pursuant 
to  §  1.147(b)  of  the  Uniform  Rules  of 
Practice  (7  CFR  1.147(b)). 

(b)  In  any  case  of  actual  or  threat- 
ened physical  harm  to  animals  in  vio- 
lation of  the  Act,  or  the  regulations  or 
standards  issued  thereunder,  by  a  per- 
son licensed  under  the  Act.  the  Admin- 
istrator may  suspend  such  person's  li- 
cense temporarily,  for  a  period  not  to 
exceed  21  days,  effective  upon  oral  or 
written  notification,  whichever  is  ear- 
lier. In  the  event  of  oral  notification,  a 
written  confirmation  thereof  shall  be 
given  to  such  person  pursuant  to 
§  1.147(b)  of  the  Uniform  Rules  of  Prac- 
tice (7  CFR  1.147(b))  as  promptly  as  cir- 
cumstances permit. 

(c)  The  temporary  suspension  of  a  li- 
cense shall  be  in  addition  to  any  sanc- 
tion which  may  be  imposed  against 
said  person  by  the  Secretary  pursuant 
to  the  .'^ct  after  notice  and  opportunity 
for  hearing. 

S4.ll  Stipulatioiu. 

(a)  At  any  time  prior  to  the  issuance 
of  a  complaint  seeking  a  (  penalty 
under  the  Act,  the  Administrator,  in 
his  discretion,  may  enter  into  a  stipu- 
lation with  any  person  in  which: 

(1)  The  Administrator  grives  notice  of 
an  apparent  violation  of  the  Act,  or  the 
regulations  or  standards  issued  there- 
under, by  such  person  and  affords  such 


person  an  opportunity  for  a  hearing  re- 
garding the  matter  as  provided  by  the 

Act: 

(2)  Such  person  expressly  waives 
hearing  and  agrees  to  pay  a  specified 

penalty  within  a  designated  time;  and 

(3)  The  Administrator  agrees  to  ac- 
cept the  specified  penalty  in  settle- 
ment of  the  particular  matter  involved 
if  it  is  paid  within  the  designated  time. 

(b)  If  the  specified  penalty  is  not  paid 
within  the  time  designated  in  such  a 
stipulation,  the  amount  of  the  stipu- 
lated  penalty  shall  not  be  relevant  in 
any  respect  to  the  penalty  which  may 
be  assessed  after  issuance  of  a  com- 
plaint. 

PART  11— HORSE  PROTECTION 
REGULATIONS 

Sec. 

11.1  Delinltion.s. 

11.2  Proh i hi  tions  concerning  exhibitors. 

11.3  Scar  rule. 

11.4  Inspection  and  detention  of  horses. 

11.5  Access  to  premises  and  recoi'ds. 

11.6  Inspection  space  and  facility  require- 
ments. 

11.7  Certification  and  li<-ensinpr  of  des- 
ignated qualified  pei'sons  cDQP's). 

11.20  Responsibilities  and  liabilities  of 
manatcment. 

11.21  Inspection  procedures  for  designated 
qualified  persons  (DQP's). 

11.22  Records  required  and  diqKwltion 
thereof. 

11.23  Inspection  of  records. 
11.2!   Reporting  by  management. 

11.40  Prohibitions  and  requirements  con- 
cerning? per.son.s  involved  in  transpor- 
tation of  certain  tint  scs. 

11.41  Reportinu  required  of  hoi^se  industry 
oi'ganization.^  or  a.ssociations. 

AUTHORrrv:  15  U.S.C.  1823-1825  and  1828;  44 
U.S.C.  3506: 7  CFR  2.22.  2.80.  and  371.7. 

Source:  44  FR  25179,  Apr.  27,  1979,  unless 
otherwise  noted. 

fll.l  DeOnltloiis. 

For  the  purpose  of  this  part,  unless 

the  context  otherwise  requires,  the  fol- 
lowing terms  shall  have  tlie  meaning's 
assigned  to  them  in  this  section.  The 
singular  form  shall  also  Impart  the  plu- 
ral and  the  masculine  form  shall  also 
impai't  thv  ft^minine.  Words  of  art  un- 
deiined  in  the  following  paragiciphs 
shall  have  the  meaning  attributed  to 
them  by  trade  usage  or  general  usage 
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as  reflected  by  deflnition  in  a  standard 
dictionary,  such  as  "Webster's." 

Act  means  the  Horse  Protection  Act 
of  WTO  (Pub.  L.  91  540)  as  amended  by 
the  Horse  Protection  Act  Amendments 
of  1976  (Pub.  L.  94-360),  15  U.S.C.  1821  et 
seq.,  and  any  legislation  amendatory 
thereof. 

Action  Device  means  any  boot,  collar, 
chain,  roller,  or  other  device  which  en- 
circles or  is  placed  upon  the  lower  ez- 
tremlty  of  the  legr  of  a  horse  In  such  a 
manner  that  it  can  either  rotate 
around  the  leg,  or  slide  up  and  down 
the  leg  so  as  to  cause  friction,  or  which 
can  strike  the  hoof,  coronet  band  or 
fetlock  joint. 

Administrator  means  the  Adminis- 
trator, Animal  and  Plant  Health  In- 
spection Service,  or  any  person  author- 
ized to  act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS)  means  the  Animal  and 
Plant  Health  Inspection  Service  of  the 
United  States  Department  of  Agri- 
culture. 

APHIS  representative  means  any  em- 
ployee of  APHIS,  or  any  officer  or  em- 
ployee of  any  State  atrency  who  is  au- 
thorized by  the  Administrator  to  per- 
form inspections  or  any  other  func- 
tions authorized  by  the  Act,  including 
the  inspection  of  the  records  of  any 
horse  show,  horse  exhibition,  horse  sale 
or  horse  auction. 

APHIS  Show  Veterinarian  means  the 
APHIS  Doctor  of  Veterinary  Medicine 
responsible  for  the  immediate  super- 
vision and  conduct  of  the  Department's 
activities  under  the  Act  at  any  horse 
show,  horse  exhibition,  horse  sale  or 
horse  auction. 

Department  means  the  United  States 
Department  of  Agriculture. 

Designated  Qualified  Person  or  DQP 
means  a  person  meeting  the  require- 
ments specified  in  §11.7  of  this  part 
who  has  been  licensed  as  a  DQP  by  a 
horse  industry  organization  or  associa- 
tion having  a  DQP  program  certified  by 
the  Department  and  who  may  be  ap- 
pointed and  delegated  authority  by  the 
management  of  Liny  horse  show,  horse 
exhibition,  horse  sale  or  horse  auction 
under  section  4  of  the  Act  to  detect  or 
diagnose  horses  which  are  sore  or  to 
otherwise  inspect  horses  and  any 
records  pertaining  to  such  horses  for 
the  purposes  of  enforcing  the  Act. 


Exhibitor  means  (1)  any  person  who 
enters  any  horse,  any  person  who  al- 
lows his  horse  to  be  entered,  or  any 
person  who  directs  or  allows  any  horse 
in  his  custody  or  under  his  direction, 
control  or  supervision  to  be  entered  in 
any  horse  show  or  horse  exhibition;  (2) 
any  person  who  shows  or  exhibits  any 
horse,  any  person  who  allows  his  horse 
to  be  shown  or  exhibited,  or  any  person 
who  directs  or  allows  any  horse  in  his 
custody  or  under  his  direction,  control, 
or  supervision  to  be  shown  or  exhibited 
in  any  horse  show  or  horse  exhibition; 
(3)  any  person  who  enters  or  presents 
any  horse  for  sale  or  auction,  any  per- 
son who  allows  his  horse  to  be  entered 
or  presented  for  sale  or  auction,  or  any 
person  who  allows  any  horse  in  his  cus- 
tody or  under  his  direction,  control,  or 
supervision  to  be  entered  or  presented 
for  sale  or  auction  in  any  horse  sale  or 
horse  auction;  or  (4)  any  person  who 
sells  or  auctions  any  horse,  emy  person 
who  allows  his  horse  to  be  sold  or  auc- 
tioned, or  any  person  who  directs  or  al- 
lows any  horse  in  his  custody  or  under 
his  direction,  control,  or  supervision  to 
be  sold  or  auctioned. 

Horse  means  any  member  Of  the  spe- 
cies Equus  caballus. 

Horse  Exhibition  means  a  public  dis- 
play Of  any  horses,  singly  or  in  groups, 
but  not  in  competition,  except  events 
where  speed  is  the  prime  factor,  rodeo 
events,  parades,  or  trail  rides. 

Horse  Industry  Organization  or  AsaO' 
ciation  means  an  organized  grroup  of 
people,  having  a  formal  structure,  who 
are  engaged  in  the  promotion  of  horses 
through  the  showing,  e:diibiting,  sale, 
auction,  registry,  or  any  activity 
which  contributes  to  the  advancement 
of  the  horse. 

Horse  Sale  or  Horse  Auction  means  any 
event,  public  or  private,  at  which 
horses  are  sold  or  auctioned,  regardless 
of  whether  or  not  said  horses  are  exhib- 
ited prior  to  or  during  the  sale  or  auc- 
tion. 

Horse  Show  means  a  public  display  of 
any  horses,  in  competition,  except 
events  where  speed  is  the  prime  factor, 
rodeo  events,  parades,  or  trail  rides. 

Inspection  means  the  examination  of 
any  horse  and  any  records  pertaining 
to  any  horse  by  use  of  whatever  means 
are  deemed  appropriate  and  necessary 
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for  the  purpose  of  determining:  compli- 
ance with  the  Act  and  regulations. 
Such  inspection  may  include,  but  is 
not  limited  to,  visual  examination  of  a 
horse  and  records,  actual  physical  ex- 
amination of  a  horse  includins:  touch- 
ing, rubbing,  palpating  and  observation 
of  vital  signs,  and  the  use  of  any  diag- 
nostic device  or  instrument,  and  may 
require  the  removal  of  any  shoe.  pad. 
action  device,  or  any  other  equipment, 
substance  or  paraphernalia  from  the 
horse  when  deemed  necessary  by  the 
person  conducting-  such  inspection. 

Lubricant  means  mineral  oil,  glyc- 
erine or  petrolatum,  or  mixtures  exclu- 
sively thereof,  that  is  applied  to  the 
limbs  of  a  horse  solely  for  protective 
and  lubricating  purposes  while  the 
horse  is  being  shown  or  exhibited  at  a 
horse  show,  horse  exhibition,  horse  sale 
or  horse  auction. 

Manappment  means  any  person  or  per- 
sons who  oi'ganize,  exercise  control 
over,  or  administer  or  are  responsible 
for  organiring,  directing,  or  admin- 
istering any  horse  show,  horse  exhi- 
bition, horse  sale  or  horse  auction  and 
specifically  incdudee,  bnt  is  not  limited 
to,  the  sponsoring  organization  and 

show  manaeer 

Person  means  any  individual,  cor- 
poration, company,  association,  firm, 
partnership,  society,  organization, 
joint  stock  company,  or  other  legal  en- 
tity. 

Regional  Director  means  the  APHiti 
veterinarian  who  is  assigned  by  the  Ad- 

ministrator  to  supervise  and  perform 
official  duties  of  APHIS  under  the  Act 
iu  a  specified  Stale  or  Slates.^ 

Secretary  means  the  Secretary  of  Ag- 
riculture  or  anyone  who  has  heretofore 
or  may  hereafter  be  delegated  author- 
ity to  act  in  his  stead. 

Show  Manager  means  the  person  who 
has  been  delegated  primary  authority 
by  a  sponsorintr  oro-.mization  for  m.nn- 
aging  a  horse  show,  horse  exhibiiiun, 
horse  sale  or  horse  aucUon. 

Sore  when  used  to  describe  a  horse 
means: 


1  Information  as  to  the  name  and  address  of 
the  Regional  Director  for  the  State  or  States 
concprntnl  nan  he  oiitaincd  by  writing  to  the 
Animal  and  Plant  Health  Inspection  Service, 
Animal  Care,  4700  River  Road  Unit  84,  Rlver- 
dale,  MD  20737-1234. 


(1)  An  irritating  or  blistering  agent 

has  been  applied,  internally  or  exter- 
nally by  a  person  to  any  limb  of  a 
horse, 

(2)  Any  bum,  cut,  or  laceration  has 
been  inflicted  by  a  person  on  any  limb 

of  a  horse. 

(3)  Any  tack.  nail,  screw,  or  chemical 
agent  has  been  injected  by  a  person 
into  or  used  by  a  person  on  any  limb  of 
a  horse,  or 

(4)  Any  other  substance  or  device  has 
been  used  by  a  person  on  any  limb  of  a 
horse  or  a  person  has  engaged  in  a 
practice  involving  a  horse,  and,  as  a  re- 
sult  of  such  application,  infliction,  in- 
jection, use.  or  practice,  such  horse 
suffers,  or  can  reasonably  be  expected 
to  suffer,  physical  pain  or  distress,  in- 
flammation, or  lameness  when  walk- 
ing, trotting,  or  otherwise  moving,  ex- 
cept that  such  term  does  not  include 
such  an  application,  infliction,  injec- 
tion, use,  or  practice  in  connection 
with  the  therapeutic  treatment  of  a 
horse  by  or  under  the  supervision  of  a 
person  licensed  to  practice  veterinary 
medicine  in  the  State  in  whicdi  such 
treatment  was  given. 

Soinisoring  Organization  means  any 
person  under  whose  immediate  aus- 
pices and  responsibility  a  horse  show, 
horse  exhibition,  horse  sale,  or  horse 
auction  is  conducted. 

State  means  any  of  the  several 
States,  the  District  of  Columbia,  the 
Conomonwealth  of  Puerto  Rico,  the 
Vii^riu  Islands,  Guam.  American 
Samoa,  or  the  Trust  Territory  of  the 
Pacific  Islands. 

[44  FR  15G1.  Jan  'k  1979.  as  amended  at  53  FR 
14782,  Apr.  26.  1988;  53  FR  28372,  July  28,  1988; 
56  FR  13749,  Apr.  4,  1991;  59  FR  87612.  Dec.  30. 
1994: 63  FR  62927.  Nov.  10. 1966] 

S11.2  Frohibittoiis  eomceniiiig  esUbi- 
tors. 

(a)  General  prohihifions.  Notwith- 
standing the  provisions  of  para^rraph 
(b)  of  this  section,  no  chain,  boot,  roll- 
er, collar,  action  device,  nor  any  other 
device,  method,  practice,  or  substance 
shall  be  used  with  respect  to  any  horse 
at  any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction  if  such  use  causes 
or  can  reasonably  be  expected  to  cause 
su<^  horse  to  be  sore. 
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(b)  Specific  prohibitions.  The  use  of 
any  of  the  following  devices,  equip- 
ment, or  practices  on  any  horse  at  any 
horse  show,  horse  exhibition,  or  horse 
sale  or  auction  is  prohibited: 

(1)  All  beads,  bangles,  rollers,  and 
similar  devices,  with  the  exception  of 
rollers  made  of  lignum  vitae  (hard- 
wood), aluminum,  or  stainless  steel, 
with  individual  rollers  of  uniform  size, 
weight  and  configuration,  provided 
each  such  device  may  not  weigh  more 
than  6  ounces,  including  the  weight  of 
the  fastener. 

(2)  Chains  weighing  more  than  6 
ounces  each,  including  the  weight  of 
the  fastener. 

(3)  Chains  with  links  that  are  not  of 
uniform  size,  weight  and  configuration; 
and,  chains  that  have  twisted  links  or 
doable  links. 

(4)  Chains  that  have  drop  links  on 
any  horse  that  is  being  ridden,  worked 
on  a  lead,  or  otherwise  worked  out  or 
moved  about. 

(5)  More  than  one  action  device  on 
any  one  limb  of  a  horse. 

(6)  Chains  or  lignum  vltae,  stainless 
steel,  or  aluminum  rollers  which  are 
not  smooth  and  free  of  protrusions, 
projections,  rust,  corrosion,  or  rough 
or  sharp  edges. 

(7)  (i)  Boots,  collars,  or  any  other  de- 
vices, with  protrusions  or  swellings,  or 
rigid,  rough,  or  sharp  edges,  seams  or 
any  other  abrasive  or  abusive  surface 
that  may  contact  a  horse's  leg;  and 

(ii)  Boots,  collars,  or  any  other  de- 
vices that  weigh  more  than  6  ounces, 
except  for  soft  rubber  or  soft  leather 
bell  boots  and  quarter  boots  that  are 
used  as  protective  devices. 

(8)  Pads  or  other  devices  on  yearling 
horses  (horses  up  to  2  years  old)  that 
elevate  or  change  the  angle  of  such 
hoi  ses'  hooves  in  excess  of  1  inch  at  the 
heel. 

(9)  Any  weight  on  yearling  horses,  ex- 
cept a  keg  or  similar  conventional 

horseshoe,  and  any  horseshoe  on  year- 
ling horses  that  weighs  more  than  16 
ounces. 

(10)  Artificial  extension  of  the  toe 

length,  whether  accomiilsihtMi  with 
pads,  acrylics  or  any  other  material  or 
combinations  thereof,  that  exceeds  50 
percent  of  the  natural  hoof  length,  as 

measured  from  the  coronet  band,  at  the 
center  of  the  front  pastern  along  the 


front  of  the  hoof  wall,  to  the  dista  l  por- 
tion of  the  hoof  wall  at  the  tip  of  the 
toe.  The  artificial  extension  shall  be 
measured  from  the  distal  portion  of  the 
hoof  wall  at  the  tip  of  the  toe  at  a  90 
degree  ansrle  to  the  proximal  (foot/ 
hoof)  surface  of  the  shoe. 

(11)  Toe  length  that  does  not  exceed 
the  height  of  the  heel  by  1  inoib  or 
more.  The  lent^'th  of  the  toe  shall  be 
measured  from  the  coronet  band,  at  the 
center  of  the  front  pastern  along  the 
front  of  the  hoof  wall  to  the  ground. 
The  heel  shall  be  measured  from  the 
coronet  band,  at  the  most  lateral  por- 
tion of  the  rear  pastern,  at  a  90  degree 
angle  to  the  ground,  not  including  nor- 
mal caulks  at  the  rear  of  a  horseshoe 
that  do  not  exceed  i  inch  in  length. 
That  portion  of  caulk  at  the  rear  of  a 
horseshoe  in  excess  of  %  of  an  inch 
shall  be  added  to  the  height  of  the  heel 
in  determininsr  the  heel  toe  ratio. 

(12)  Pads  that  are  not  made  of  leath- 
er, plastic,  or  a  similar  pliant  material. 

(13>  Any  object  or  material  inserted 
between  the  pad  and  t^e  hoof  other 
than  acceptable  hoof  packing,  which 
includes  pine  tar,  oakum,  live  rubber, 
sponge  rubber,  silicone,  commerdal 
hoof  packing  or  other  substances  used 
to  maintain  adequate  frog  pressoie  or 
sole  consistency. 

(14)  Single  or  double  rocker-bars  on 
the  bottom  surface  of  horseshoes  which 
extend  more  than  Vi'.  inches  back  from 
the  point  of  the  toe,  or  which  would 
cause,  or  could  reasonably  be  expected 
to  cause,  an  unsteadiness  of  stance  in 
the  horf^e  with  resultinpr  muscle  and 
tendon  strain  due  to  the  horse's  weight 
and  balance  being  focused  upon  a  small 
fulcrum  point.' 

(15)  Metal  hoof  Imnds.  such  as  used  to 
anchor  or  strengthen  pads  and  shoes, 
placed  less  than  inch  below  the  coro- 
net band. 


•'Thi.s  prohiV)ition  is  not  intended  to  dis- 
allow corrective  devices,  such  as  Memphis 
bars  which  consist  of  a  metal  bar(8)  orowiiig 
from  thp  ground  surface  of  one  side  of  the 
horseshoe  to  the  ground  surface  of  the  other 
side  of  the  horseshoe,  and  the  purpose  of 
which  is  to  coiTect  a  l.ini'TU'.-^.s  or  patholotr- 
ical  condition  of  the  loot:  Provided,  That 
such  metal  bar(s)  do  not  act  as  a  slagle  ftil- 
crum  point  so  as  to  affect  the  balance  of  the 
horse. 
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(16)  Metal  hoof  bands  that  can  be  eas 
ily  and  quickly  loosened  or  tit,'htened 
by  hand,  by  means  such  as,  but  not 
Ignited  to,  a  wing-nut  or  similar 
tener. 

(17)  Any  action  de\dce  or  any  other 
device  that  strikes  the  coronet  band  of 
the  foot  of  a  horse  except  for  soft  rub- 
ber or  soft  leattier  bell  boots  that  are 
used  as  protective  devices. 

(18)  Shoeing-  a  horse,  or  trimming  a 
horse's  hoof  in  a  manner  that  will 
cause  sncli  horse  to  suffer,  or  can  rea- 
sonably be  expected  to  cause  such 
horse  to  suffer  pain  or  distress,  inflam- 
mation, or  lameness  when  walking, 
trotting,  or  otherwise  moving. 

(19)  Lead  or  other  weights  attached 
to  the  outside  of  the  hoof  wall,  the  out- 
side surface  of  the  horseshoe,  or  any 
portion  of  the  i>ad  except  the  bottom 
surface  within  the  horseshoe.  Pads  may 
not  be  hollowed  out  for  the  purpose  of 
inserting  or  affixing  weights,  and 
weights  may  not  extend  below  the 
bearing  surface  of  the  shoe.  Hollow 
shoes  or  artificial  extensions  filled 
with  mercury  or  similar  substances  are 
prohibited. 

(c)  Substances.  All  substances  are  pro- 
hibited on  the  extremities  above  the 
hoof  of  any  Tennessee  Walking  Horse 
or  racking  horse  while  being  shown,  ex- 
hibited, or  offered  for  sale  at  any  horse 
show,  horse  exhibition,  or  horse  sale  or 
auction,  except  lubricants  such  as  gl.yc- 
erine,  petrolatum,  and  mineral  oil,  or 
mixtures  thereoft  Provided,  That: 

(1)  The  horse  show,  horse  exhibition, 
or  horse  sale  or  auction  manairement 
agrees  to  turnisii  ail  such  lubricants 
and  to  maintain  control  over  them 
when  used  at  the  horse  show,  horse  ex- 
hibition, or  horse  .'^ale  or  auction. 

(2)  Any  such  lubricants  shall  be  ap- 
plied only  after  the  horse  has  been  in- 
tq;)ected  by  management  or  by  a  DQP 
and  shall  only  be  applied  under  the  su- 
pervision of  the  liorse  sliow,  borse  exhi- 
bition, or  horse  sale,  or  auction  man- 
agement. 

(3)  Horse  show,  horse  rxhibition.  or 
horse  sale  or  auction  management 
makes  su<^  lubricants  available  to  De- 
partment personnel  for  inspection  and 
sampling  as  they  deem  necessary. 

(d)  Competition  restrictions — 2  Year-Old 
Horses.  Horse  show  or  horse  exhibition 
workouts  or  performances  of  2-year-old 


Tennessee  Walking  Horses  and  racking 

horses  and  working  exhibitions  of  2- 
year-old  Tennessee  Walking  Horses  and 
racking  horses  (horses  eligible  to  be 
shown  or  exhibited  in  2-year-old  class- 
es) at  horse  sales  or  horse  auctions 
that  exceed  a  total  of  10  minutes  con- 
tinuous workout  or  performance  with- 
out a  minimum  6-minute  rest  period 
between  the  first  such  10-minute  period 
and  the  second  .such  10-minute  period, 
and,  more  than  two  such  10-minute  pe- 
riods per  performance,  class,  or  work- 
out are  prohibited. 

(e)  Information  requirements — horse  re- 
lated. Failiiv..'  to  provide  information  or 
pioviding  aiiy  lalse  or  misleading  infor- 
mation required  by  the  Act  or  regula- 
tions or  requested  by  Department  rep- 
resentatives, by  any  person  that  owns, 
trains,  shows,  exhibits,  or  sells  or  has 
custody  of,  or  direction  or  control  over 
any  horse  shown,  exhibited,  sold,  or 
auctioned  or  entered  for  the  purpose  of 
being  shown,  exhibited,  sold,  or  auc- 
tioned at  any  horse  show,  horse  exhi- 
bition, or  horse  sale  or  auction  is  pro- 
hibited. Such  information  shall  in- 
clude, but  is  not  limited  to:  Informa- 
tion concerning  the  registered  name, 
markings,  sex,  age,  and  legal  ownership 
of  the  horse:  the  name  and  address  of 
the  horse's  training  and  or  stabling  fa- 
cilities; the  name  and  address  of  the 
owner,  trainer,  rider,  any  other  exhibi- 
tor, or  other  legal  entity  bearing  re- 
sponsibility for  the  horse:  the  class  in 
which  the  horse  is  entered  or  shown; 
the  exhibitor  identification  number; 
and,  any  other  information  reasonably 
related  to  the  identification,  owner- 
ship, control,  direction,  or  supervision 
of  any  such  horse. 

[44  FR  25179,  Apr.  27,  1979.  as  amended  at  53 
PR  14782.  Apr.  26.  1988.  53  FR  15641.  May  2, 

1988.  53  FR  28372.  July  28.  1988.  53  FR  41562, 
Oct.  24,  1988.  53  FR  45854.  Nov.  14,  1988:  54  PR 
7178.  Feb.  17,  19891 

H1.3    Scar  rule. 

The  scar  rule  applies  to  all  horses 
born  on  or  after  October  1,  1975.  Horses 
subject  to  this  rale  that  do  not  meet 
the  following  scar  rule  criteria  shall  be 
considered  to  be  "sore"  and  are  subject 
to  ail  prohibitions  of  section  5  of  the 
Act.  The  scar  role  criteria  are  as  fol- 
lows: 
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(a)  The  anterior  and  anterior-la tpi  al 
surfaces  of  tlie  fore  pasterns  (.extensor 
surface)  must  be  free  of  bilateral 
granalomas*^  other  bilateral  pathology 
ical  evidence  of  inflammation,  and. 
other  bilateral  evidence  of  abuse  indic- 
ative of  soring  including,  but  not  liin> 
ited  to,  excessive  loss  of  hair. 

(b)  The  posterior  .surfaces  of  the  pas- 
terns (flexor  surface),  including  the 
sulcus  or  "pocket"  may  show  bilateral 
areas  of  uniformly  thickened  epithelial 
tissue  if  such  areas  are  free  of  prolifer- 
ating" granuloma  tissue,  irritation, 
moisture,  edema,  or  other  evidence  of 
Inflammation. 

[44  FR  25179,  Apr.  27,  1979,  as  amended  at  58 
FR  14782,  Apr.  26,  1968,'  53  FR  28373,  July  28, 
1968] 

illA  Inspeetioii   and   detention  of 

horses. 

For  the  purpose  of  effective  enforce- 
ment of  the  Act: 
(a)  Each  horse  owner,  exhibitor, 

trainer,  or  other  person  havintr  custody 
of,  or  responsibility  for,  any  horse  at 
any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction,  shall  allow  any 
APHIS  representative  to  reasonably  in- 
spect such  horse  at  all  reasonable 
times  and  places  the  APHIS  represent- 
ative may  designate.  Such  inspections 
may  be  required  of  any  horse  which  is 
stabled,  loaded  on  a  trailer,  being  pre- 
pared for  show,  exhibition,  or  sale  or 
auction,  being  exercised  or  otherwise 
on  the  '.^rounds  of.  or  present  at.  any 
horse  show,  horse  exhibition,  or  horse 
sale  or  auction,  whether  or  not  such 
horse  has  or  has  not  been  shown,  exhib- 
ited, or  sold  or  auctioned,  or  has  or  has 
not  been  entered  for  the  purpose  of 
being  shown  or  exhibited  or  offered  for 
sale  or  auction  at  any  such  horse  show, 
horse  exhilMt ion.  or  horse  sale  or  auc- 
tion. APHIS  representatives  will  not 
generally  or  routinely  delay  or  inter- 
rapt  actual  individual  classes  or  per- 
formances at  horse  shows,  horse  exhibi- 
tions, or  horse  sales  or  auctions  for  the 
purpose  of  examining  horses,  but  they 


3-«  [Reserved] 

'^Granuloma  is  flefined  a.s  any  one  of  a 
rather  large  group  ol  lairly  di.stinctive  focal 
lesions  that  are  formed  as  a  result  of  inflam- 
matory reactions  caused  by  biological, 
chemical,  or  physical  agents. 


may  do  so  in  extraordinary  situations, 
such  as  but  not  limited  to,  laclt  of 
proper  facilities  for  inspection,  reftisal 
of  management  to  cooperate  with  De- 
partment inspection  efforts,  reason  to 
believe  that  failure  to  immediately 
perform  inspection  may  result  in  the 
loss,  removal,  or  masking  of  any  evi- 
dence of  a  violation  of  the  Act  or  the 
regulations,  or  a  request  by  manage- 
ment that  such  inspections  be  per- 
formed by  an  APHIS  representative. 

(h)  When  any  APHIS  representative 
notifies  the  owner,  exhibitor,  trainer, 
or  other  person  having  custody  of  or 
responsibility  for  a  horse  at  any  horse 
show,  horse  exhibition,  or  horse  sale  or 
auction  that  APHIS  desires  to  inspect 
such  horse,  it  shall  not  be  moved  from 
the  horse  show,  horse  exhibition,  or 
horse  sale  or  .auction  until  such  inspec- 
tion has  been  completed  and  Ihe  horse 
has  been  released  by  an  APHIS  rep- 
resentative. 

(c)  For  the  puriwse  of  examination, 
testing,  or  taking-  of  evidence,  APHIS 
representatives  may  detain  for  a  period 
not  to  exceed  24  hours  any  horse,  at 
any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction,  which  is  sore  or 
which  an  APHIS  veterinarian  has  prob- 
able cause  to  iMlieve  is  sore.  Such  de- 
tained horse  may  be  marked  for  identi- 
fication and  any  such  identifying 
markings  shall  not  be  removed  by  any 
person  other  than  an  APHIS  represent- 
ative. 

(d)  Detained  horses  shall  Vie  kept 
under  the  supervision  ol  an  APHIS  rej)- 
resentative  or  secured  under  an  ofndal 
USDA  .seal  or  seals  in  a  horse  stall, 
horse  trailer,  or  other  facility  to  which 
access  shall  be  limited.  It  shall  be  the 
policy  of  APHIS  to  have  at  least  one 
representative  present  in  the  imme- 
diate detention  area  v/hen  a  horse  is 
being  held  in  detention.  The  official 
USDA  seal  or  seals  may  not  be  broken 
or  removed  by  any  person  other  than 
an  APHIS  representative,  unless: 

(1)  The  life  or  well-being  of  the  de- 
tained horse  is  immediately  endan- 
gered by  fire,  flood,  windstorm,  or 
other  ilire  circumstances  that  are  be- 
yond human  control. 

(2)  The  detained  horse  is  in  need  of 
such  immediate  veterinary  attention 
that  its  life  may  be  in  peril  before  an 
APHIS  representative  can  be  located. 
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(3)  The  horse  has  been  detained  for  a 

maximum  24-hour  dPtention  period, 
and  an  APHIS  representative  is  not 
available  to  release  the  horse. 

(e)  The  owner,  exhibitor,  trainer,  or 
other  person  havint^-  custody  of  or  re- 
sponsibility for  any  horse  detained  by 
APHIb  lor  further  examination,  test- 
ing, or  the  taking  of  evidence  shall  be 
allowed  to  feed,  water,  and  provide 

other  normal  custodial  and  mainte- 
nance care,  such  as  walking,  grooming, 
etc.,  for  such  detained  horse:  Provided, 

That: 

(1)  Such  feeding,  watering,  and  other 
normal  custodial  and  maintenance  care 
of  the  detained  horse  is  rendered  under 
the  direct  supervision  of  an  APHIS  rep- 
resentative. 

(2)  Any  non-emergency  veterinary 
care  of  the  detained  horse  reqnirinsr  the 
use,  application,  or  injection  of  any 
drug's  or  other  medication  for  thera- 
peutic or  other  purposes  is  rendered  by 
a  Doctor  of  Veterinary  Medicine  in  the 
presence  of  an  APHIS  representative 
and,  the  identity  and  dosage  of  the 
drag  or  other  medication  used,  applied, 
or  injected  and  its  purpose  is  ftunlshed 
In  writing  to  the  APHIS  representative 
prior  to  such  use.  application,  or  injec- 
tion by  the  Doctor  of  Veterinary  Medi- 
cine attending  the  horse.  The  use,  ap- 
plication, or  injection  of  each  drug  or 
other  medication  must  be  approved  by 
the  APHIS  Show  Veterinarian  or  his 
appointed  representative. 

(f)  It  shall  be  the  policy  of  APHIS  to 
inform  the  owner,  trainer,  exhibitor,  or 
other  person  having  immediate  custody 
of  or  responsibility  for  any  horse  alleg- 
edly found  to  be  in  violation  of  the  Act 
or  the  regulations  of  such  alleged  vio- 
lation or  violations  before  the  horse  is 
released  by  an  APHIS  representative. 

(g)  The  owner,  trainer,  exhibitor,  or 
other  person  having  immediate  eustody 
of  or  responsibility  for  any  horse  or 
horses  that  an  APHIS  representative 
determines  shall  be  detained  for  exam- 
ination, testing,  or  taking  of  evidence 
pursuant  to  paragraph  (e)  of  this  sec- 
tion shall  be  informed  after  such  deter- 
mination is  made  and  shall  allow  said 
horse  to  be  immediately  put  under  the 
supervisory  custody  of  APHIS  or  se- 
cured under  official  USDA  seal  as  pro- 
vided in  i»aragraph  (d)  of  this  section 
until  the  completion  of  such  examina- 


tion, testing,  or  gathering  of  evidence, 
01^  until  the  24-hour  detention  period 

expires. 

(h>  The  owner,  trainer,  exhibitor,  or 
other  person  having  custody  of  or  re- 

sponsibility  for  any  horse  allegedly 
found  to  be  in  violation  of  the  Act  or 
regulations,  and  who  has  been  notified 
of  such  alleged  violation  by  an  APHIS 
representative  as  stated  in  paragraph 
(f)  of  this  section,  may  request  reexam- 
ination and  testing  of  said  horse  within 
a  24-hour  period:  Provided,  That: 

1 '  Such  request  is  made  to  the 
APHTS  Show  Veterinarian  immediately 
after  the  horse  has  been  examined  by 
APHIS  representatives  and  before  such 
horse  has  been  removed  from  the 
APHIS  inspection  facilities;  and 

(2)  The  APHIS  Show  Veterinarian  de- 
termines that  sufficient  cause  for  reex- 
amination and  testing  exists;  and 

(3)  The  horse  is  maintained  under 
APHIS  supervisory  custody  as  pre- 
scribed in  paragraph  (d;  of  this  section 
until  such  reexamination  and  testing 
has  been  completed. 

(1)  The  owner,  exhibitor,  trainer,  or 
other  person  having  custody  of,  or  re- 
sponsibility for  any  horse  being  in- 
spected shall  render  such  assistance  as 
the  APHIS  representative  may  request 
for  purposes  of  such  inspection. 

(ii)  [Reserved] 

[44  FR  25179,  Apr.  27,  1979,  as  amended  at  56 
FR 137S0.  Apr.  4. 1091] 

§11.5    Access  to  premises  and  records. 

Requirements  regarding  access  to 
premises  for  inspection  of  horses  and 
records  are  as  follows: 

(a)  Management.  (1)  The  manag-ement 
of  any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction  shall,  without  fee, 
charge,  assessment,  or  other  compensa- 
tion, provide  APHIS  representatives 
with  unlimited  access  to  the  grand- 
stands, sale  ring,  barns,  stables, 
grounds,  offices,  and  all  other  areas  of 
any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction,  including  any  ad- 
jacent areas  under  their  direction,  con- 
trol, or  supervision  for  the  purpose  of 
inspecting^  any  horses,  or  any  records 
required  to  be  kept  by  regulation  or 
othwwlse  maintained. 

(2)  The  management  of  any  horse 
show,  horse  exhibition,  or  horse  sale  or 
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auction  shall,  without  fee.  charg-e.  as- 
sessment, or  other  compensation,  pro- 
vide APHIS  representatives  with  an 
adequate,  safe,  and  accessible  area  for 
the  visual  inspection  and  observation 
of  horses  while  such  horses  are  com- 
petitively or  otherwise  performing  at 
any  horse  show  or  horse  exhibition,  or 
while  such  horses  are  being-  sold  or  auc- 
tioned or  offered  for  sale  or  auction  at 
any  horse  sale  or  horse  auction. 

(b)  Exhibitors.  (1)  Each  horse  owner, 
exhibitor,  or  other  person  havincr  cus- 
tody of  or  responsibility  for  any  horse 
at  any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction  shall,  without  fee. 
charge,  assessment,  or  other  compensa- 
tion, admit  any  APHIS  representative 
or  Desigfnated  Qualified  Person  ai>> 
pointed  by  management,  to  all  aroas  of 
barns,  compounds,  horse  vans,  horse 
trailers,  stables,  stalls,  paddocks,  or 
other  show,  exhibition,  or  sale  or  auc- 
tion grounds  or  related  areas  at  any 
horse  .show,  horse  exhibition,  or  horse 
sale  or  auction,  for  the  purpose  of  in- 
specting any  such  horse  at  any  and  all 
reasonable  times. 

(2)  Each  owner,  trainer,  exhibitor,  or 
other  person  having  custody  of  or  re- 
sponsibility for,  any  horse  at  any  horse 
show,  horse  exhibition,  or  horse  sale  or 
auction  shall  promptly  present  his 
horse  for  inspection  upon  notification, 
orally  or  in  writing,  by  any  APHIS  rep- 
resentative  or  Desig-nated  Qualified 
Person  appointed  by  management,  that 
said  horse  has  been  selected  for  exam- 
ination for  the  purpose  of  determining 
whether  .such  horse  is  in  compliance 
with  the  Act  and  reg-ulations. 

[44  FR  25179.  Apr.  27.  1979,  as  amended  at  56 

FR  13750.  Apr.  4.  1991 J 

§11.6    Inspection  space  and  facility  re- 
quirements. 

The  management  of  every  horse 
show,  horse  exhibition,  or  horse  sale  or 

auction,  containing:  Tennessee  Walking 
Horses  or  racking  horses,  shall  provide, 
without  fee.  sufQcient  space  and  facili- 
ties for  APHIS  representatives  to  carry 
out  their  duties  under  the  Act  and  reer- 
ulations  at  every  horse  show,  horse  ex- 
hibition, or  horse  sale  or  auction,  con- 
taining Tennessee  Walking  Horses  or 
racking  horses,  whether  or  not  man- 
agement has  received  prior  notification 
or  otherwise  knows  that  such  show 


may  be  inspected  by  APHIS.  The  man- 
agement of  every  horse  show,  horse  ex- 
hibition, horse  sale  or  auction  which 
does  not  contain  Tennessee  Walking 
Horses  or  racking  horses  shall  provide, 
without  fee,  such  sufficient  8pa.ce  and 
facilities  when  requested  to  do  so  by 
APHIS  representatives.  With  respect  to 
such  space  and  facilities,  it  shall  be  the 
responsibility  of  management  to  pro- 
vide at  least  the  following: 

(a)  Sufficient  space  in  a  convenient 
location  to  the  horse  show,  horse  exhi- 
bition, or  horse  sale  or  auction  arena, 
acceptable  to  the  APHIS  Show  Veteri- 
narian, in  which  horses  may  be  phys- 
ically, thermographlcally,  or  otherwise 
inspected. 

(b)  Protection  from  the  elements  of 
nature,  such  as  rain,  snow,  sleet,  hail, 
windstorm,  etc.,  if  required  by  the 
APHIS  Show  Veterinarian. 

(c)  A  means  to  control  crowds  or  on- 
lookers in  order  that  APHIS  personnel 
may  carry  out  their  duties  without  in- 
terference and  with  a  reasonable  meas- 
ure of  safety,  if  requested  by  the 
APHIS  Show  Veterinarian. 

(d)  An  accessible.  reliaUe,  and  con- 
venient llO-volt  eleotxloal  power 
source,  if  electrical  service  is  available 
at  the  show,  exhibition,  or  sale  or  auc- 
tion site  and  is  requested  by  the  APHIS 
Show  Veterinarian. 

(e)  An  appropriate  area  adjacent  to 
the  inspection  area  for  designated 
horses  to  wait  for  inspection,  and  an 
area  to  be  used  for  detention  of  horses. 

[44  FR  25181,  Apr.  27.  1979,  as  amended  at  56 
FR  13750.  Apr.  4. 1991] 

§11.7  Certification  and  UoeondBg  of 
designated      qualified  pawo— 

(DQFs). 

(a)  Basic  qualifications  of  DQP  appli- 
(xmts.  DQP's  holding  a  valid,  current 
DQP  license  issued  in  accordance  with 

this  part  may  be  appointed  by  the  man- 
agement of  any  horse  show,  horse  exhi- 
bition, horse  sale,  or  horse  auction,  as 
qualified  persons  in  accordance  with 
section  4(c)  of  the  .A.ct.  to  inspect 
horses  to  detect  or  diagnose  soring  and 
to  otherwise  inspect  horses,  or  any 
records  pertaining  to  any  horse  for  the 
purpose  of  enforcing  the  Act.  Individ- 
uals who  may  be  licensed  as  DQP's 
under  this  part  shall  be: 
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(1)  Doctors  of  Veterinary  Medicine 
who  are  accredited  in  any  State  by  the 
United  States  Department  of  Agri- 
culture under  part  161  of  chapter  I, 
title  9  of  the  Ckxle  of  Federal  Regula- 
tions, and  who  are: 

(1)  Members  of  the  American  Associa- 
tion of  Equine  Practitioners,  or 

(ii)  Large  animal  practitioners  with 
substantial  equine  experience,  or 

(iii)  Knowledgeable  in  the  area  of 
equine  lameness  as  related  to  soring 
and  soring  practices  (such  as  Doctors 
of  Veterinary  Medicine  with  a  small 
animal  practice  who  own,  train,  judge, 
or  show  horses,  or  Doctors  of  Veteri- 
nary Medicine  who  teach  equine  re- 
lated subjects  in  an  aocredlted  college 
or  school  of  veterinary  medicine).  Ac- 
credited Doctors  of  Veterinaiy  Medi- 
cine who  meet  these  criteria  may  he  li- 
censed as  DQP's  by  a  horse  industry  or- 
ganization or  association  whose  DQP 
program  has  been  certified  by  the  De- 
partment under  this  part  without  un- 
dergoing the  formal  training  require- 
ments set  forth  in  this  section. 

(2)  Farriers,  horse  trainers,  and  other 
knowledgeable  horsemen  whose  past 
experience  and  training  would  qualify 
them  for  positions  as  horse  industry 
organization  or  association  stewards  or 
judges  (or  their  equivalent)  and  who 
have  been  formally  trained  and  li- 
censed as  DQP"?  by  a  horse  industry  or- 
ganization or  association  whose  DQP 
program  has  been  certified  by  the  De- 
partment in  accordance  with  this  sec- 
tion. 

(b)  Certification  itu^tnyettu'nts  for  DQP 
programs.  The  Department  will  not  li- 
cense DQP's  on  an  individual  basis.  Ld- 
censinsT  of  DQP's  will  be  accomplished 
only  throucrh  DQP  proK^ams  certified 
by  the  Department  and  initiated  and 
maintained  by  horse  industry  organiza- 
tions or  associations.  Any  horse  indus- 
try orsranization  or  association  desir- 
iiig^  Department  certification  to  train 

and  license  DQP's  under  the  Act  Shall 

submit  to  the  Administi-ator'^  a  formal 
request  in  writing  for  certification  of 
its  DQP  program  and  a  detailed  outline 
of  such  program  for  Department  ap- 
proval. Such  outline  shall  include  the 


'^Animal  and  Plaut  Health  Inspection  Serv- 
ice, Animal  Care.  4700  River  Road,  Unit  84, 
Riverdale,  Maryland  20737-1234. 


organizational  structure  of  such  orga- 
nization or  association  and  the  names 
of  the  officers  or  persons  charged  with 
the  management  of  the  organization  or 
association.  The  outline  shall  also  con- 
tain at  least  the  following-: 

(1)  The  criteria  to  be  used  in  select- 
ing DQP  candidates  and  the  minimum 
qualifications  and  knowledge  regarding 
horses  each  candidate  must  have  in 
order  to  be  admitted  to  the  program. 

(2)  A  copy  of  the  formal  training  pro- 
gram, classroom  and  practical,  re- 
quired to  be  completed  by  each  DQP 
candidate  before  being-  licensed  by  such 
horse  industry  organization  or  associa- 
tion, including  the  minimum  number 
of  hours,  classroom  and  practical,  and 
the  subject  matter  of  the  training  pro- 
gram. Such  training  program  must 
meet  the  following  minimum  standards 
in  order  to  be  certified  by  the  Depart- 
ment under  the  Act. 

(i)  Two  hours  of  classroom  instruc- 
tion on  the  anatomy  and  physiology  of 
the  limbs  of  a  horse.  The  instructor 
teaching  the  course  must  be  specified, 
and  a  resume  of  said  instructor  s  back- 
ground, experience,  and  qualifications 
to  teach  such  course  shall  be  provided 
to  the  Administrator.*^ 

(ii)  Two  hours  of  classroom  instruc- 
tion on  the  Horse  Protection  Act  and 
regulations  and  their  interpretation. 
Instructors  for  this  course  must  be  ftir- 
nished  or  recommended  by  the  Depart- 
ment. Requests  for  instructors  to  be 
ftimlshed  or  recommended  must  be 
made  to  the  Administrator"  in  writing 
at  least  30  days  pi  ior  to  such  course. 

(iii)  Four  houis  of  classroom  instruc- 
tion on  the  history  of  soring,  the  ph3rs- 
ical  examination  procedures  necessary 
to  detect  sorini;.  the  detection  and  di- 
agnosis of  soring,  and  related  subjects. 
The  instructor  teaching  the  course 
must  be  specified  and  a  summary  of 
said  instructor's  background,  experi- 
ence, and  quaiilications  to  teach  such 
course  must  he  provided  to  the  Admin- 
istrator." 

(iv)  Four  hours  of  practical  instruc- 
tion in  clinics  and  seminars  utilizing 
live  horses  with  actual  application  of 
the  knowledire  g-ained  in  the  classroom 
subjects  covered  in  paragraphs  (b)(2)(ii. 
(ii),  and  liii)  of  this  section.  Methods 
and  procedures  required  to  perform  a 
thorough  and  uniform  examination  of  a 


131 


§11.7 


9  CFR  Ch.  I  (1-1-03  EdMon) 


horse  shall  be  Included.  The  names  of 
Uie  instrucLors  and  a  resume  of  their 
liackground,  academic  and  practical 
eiqterience,  and  qualifications  to 
present  such  instruction  shall  be  pro- 
vided to  the  Administrator."  Notifica- 
tion of  the  actual  date,  time,  duration, 
subject  matter,  and  geographic  loca- 
tion of  such  clinics  or  seminars  must 
be  sent  to  the  AdmiJiistrator at  least 
10  days  prior  to  each  such  clinic  or 
seminar. 

(V)  One  hour  of  classroom  instruction 
rep:ardintf  the  DQP  standards  of  con- 
duct promulgated  by  the  licensing  or- 
ganization or  association  pursuant  to 
paragraph  (d)(7)  of  this  section. 

(vi)  One  hour  of  classroom  instruc- 
tion on  recordkeeping  and  reporting  re- 
quirements and  pirooedures. 

(3)  A  sample  of  a  written  examina- 
tion which  must  be  passed  by  DQP  can- 
didates foi'  successful  completion  of  the 
program  along  with  sample  answers 
and  the  scoring  thereof,  and  proposed 
passing  and  failing  standards. 

(4)  The  criteria  to  be  used  to  deter- 
mine the  qualifications  and  perform- 
ance abilities  of  DQP  candidates  se- 
lected for  the  training  program  and  the 
criteria  used  to  indicate  successful 
completion  of  the  training  program,  in 
addition  to  the  written  examination  re- 
quired in  paragraph  (bXS)  of  this  sec- 
tion. 

(5)  The  criteria  and  schedule  for  a 
continuing  education  program  and  the 
criteria  and  methods  of  monitoring  and 
appraisins"  performance  for  continued 
licensing  of  DQP's  by  such  organiza- 
tion or  association.  A  continuing  edu- 
cation program  for  DQP*s  shall  consist 
of  not  less  than  4  hours  of  instruction 
per  year. 

(6)  Procedures  for  monitoring  horses 
in  the  unloading,  preparation,  warmup. 

and  bam  areas,  or  other  such  areas. 
Such  monitoring  may  include  any 
horse  that  is  stabled,  loaded  on  a  trail- 
er, being  prepared  for  show,  exhibition, 
sale,  or  auction,  or  exercised,  or  that  is 
otherwise  on  the  grounds  of.  or  present 
at,  any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction. 

(7)  The  methods  to  be  used  to  insure 
uniform  interpretation  and  enforce- 
ment of  the  Horse  Protection  Act  and 
r^rulations  by  DQP*s  and  uniform  pro- 


cedures for  inspecting  horses  for  com- 
pliance with  the  Act  and  regulations; 

(8)  Standards  of  conduct  for  DQP*b 
promulgated  by  the  organization  or  as- 
sociation in  accordance  with  paragraph 
(d)(7)  of  this  section:  and 

(9)  A  formal  request  for  Department 
certillcation  of  the  DQP  program. 

The  horse  industry  organizations  or  as- 
sociations that  have  formally  re- 
quested Department  certification  of 
their  DQP  training,  enforcement,  and 
maintenance  program  will  receive  a 
fomial  notice  of  certification  from  the 
Department,  or  the  reasons,  in  writing, 
why  certification  of  such  program  can- 
not be  approved.  A  current  list  of  cer- 
tified DQP  programs  and  licensed 
DQP*s  will  be  published  in  the  Federal 

Registkh  at  least  once  each  year,  and 
as  may  be  further  if  iuired  for  the  pur- 
pose of  deleting  programs  and  names  of 
DQP*s  that  are  no  longer  certified  or  li- 
censed, and  of  adding  the  names  of  pro- 
grams and  DQP's  that  have  been  cer- 
tified or  licensed  subsequent  to  the 
publication  of  the  previous  list. 

(c)  Licensing  of  DQP's.  Each  horse  in- 
dustry organization  or  association  re- 
ceiving Department  certification  for 
the  training  and  licensing  of  DQP's 
under  the  Act  shall: 

(1)  Issue  each  DQP  licensed  by  such 
horse  industry  organization  or  associa- 
tion a  numbered  identification  card 
bearing  the  name  and  personal  signa- 
ture of  the  DQP,  a  picture  of  the  DQP, 
and  the  name  and  address,  including 
the  street  address  or  post  office  box 
and  zip  code,  of  the  licensing  organiza- 
tion or  association; 

(2)  Submit  a  list  to  the  Adminis- 
trator^ of  names  and  addresses  includ- 
ing street  address  or  post  office  box 
and  zip  code,  of  all  DQP's  that  have 
successfully  completed  the  cerMfled 
DQP  program  and  have  been  licensed 
under  the  Act  and  regulations  by  such 
horse  industry  organization  or  associa- 
tion; 

(3)  Notify  the  Department  of  any  ad- 
ditions or  deletions  of  names  of  li- 
censed DQP's  from  the  licensed  DQP 
list  submitted  to  the  Department  or  of 


<See  footnote  6  to  this  section. 
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any  change  in  the  address  of  any  li- 
censed DQP  or  any  warning's  and  li- 
cense revocations  issued  to  any  DQP  li- 
censed by  such  horse  industry  organi- 
zation or  association  within  10  days  of 
such  change; 

(4)  Not  license  any  person  as  a  DQP  if 
such  person  has  been  convicted  of  any 
violation  of  the  Act  or  regulations  oc- 
curring after  July  13.  1976.  or  paid  any 
fine  or  civil  penalty  in  settlement  of 
any  proceeding  regarding  a  violation  of 
the  Act  or  r^rnlations  occurring  after 
July  13,  1976,  for  a  period  of  at  least  2 
years  following  the  first  such  violation, 
and  for  a  period  of  at  least  6  years  fol- 
lowing the  second  such  violation  and 
any  subsequent  violation; 

(5)  Not  license  any  person  as  a  DQP 
until  such  person  has  attended  and 
worked  two  recognized  or  affiliated 
horse  shows,  horse  exhibitions,  horse 
sales,  or  horse  auctions  as  an  appren- 
tice DQP  and  has  demonst latpfi  the 
ability,  qualifications,  knowledge  and 
integrity  required  to  satisfactorily  exe- 
cute the  duties  and  responsibilities  of  a 
DQP: 

(6)  Not  license  any  person  as  a  DQP  if 
such  person  has  been  disqualilied  by 
the  Secretary  from  maldnir  detection, 
diagnosis,  or  Inspection  for  the  purpose 
of  enforcing  the  Act.  or  if  such  person's 
DQP  license  is  canceled  by  another 
horse  industry  organisation  or  assoola^ 
tion. 

(d)  Requirements  to  be  met  by  DQP's 
and  Licensing  Organizations  or  Associa- 
iiofu.  (1)  Any  licensed  DQP  appointed 
by  the  management  of  any  horse  Show, 
horse  exhibition,  horse  sale  or  auction 
to  inspect  horses  for  the  purpose  of  de- 
tecting and  determining  or  diagnosing 
horses  which  are  sore  and  to  otherwise 
inspect  horses  for  the  purpose  of  en- 
forcing the  Act  and  regulations,  shall 
keep  and  maintain  the  following  infor- 
mation and  records  concerning  any 
horse  which  said  DQP  recommends  be 
disqualified  or  excused  for  any  reason 
at  such  horse  show,  horse  exhibition, 
horse  sale  or  auction,  from  being 
shown,  exhibited,  sold  or  auctioned,  in 
a  uniform  format  required  by  the  horse 
industry  organization  or  association 
that  has  licensed  said  DQP: 

(i)  The  name  and  address,  including 
street  address  or  post  office  box  and  zip 


code,  of  the  show  and  the  show  man- 
ager. 

(ii)  The  name  and  address,  including 
street  address  or  post  office  box  and  zip 
code,  of  the  horse  owner. 

fiii)  The  name  and  address,  including 
street  addi'ess  or  i>ost  office  box  and  zip 
code,  of  the  hcnrse  trainer. 

(iv)  The  name  and  address,  including 

street  address  or  post  office  bOX  and  Zip 
code,  of  the  horse  exhibitor. 

(v)  The  exhibitors  number  and  class 
number,  or  the  sale  or  auction  tag 
number  of  said  horse. 

(vi)  The  date  and  time  of  the  inspec- 
tion. ' 

(vii)  A  detailed  description  of  all  of 
the  DQP's  findings  and  the  nature  of 
the  alleged  violation,  or  other  reason 
for  disqualifying  or  excusing  the  horse, 
includint^  .said  DQP*s  statement  regard- 
ing the  evidence  or  facts  upon  which 
the  decision  to  disqualify  or  excuse 
said  horse  was  based. 

(viii)  The  name.  age.  sex.  color,  and 
markings  of  the  horse:  and 

(ix)  The  name  oi-  names  of  the  show 
managei  or  other  management  rep- 
resentative notified  by  the  DQP  that 
such  horse  should  be  excused  or  dis- 
qualified and  whether  or  not  such  man- 
ager or  management  representative  ex- 
cused or  disqualified  such  horse. 

Copies  of  the  above  records  shall  be 
submitted  by  the  involved  DQP  to  the 
horse  industry  organization  or  associa- 
tion that  has  licensed  said  DQP  within 
72  hours  after  the  horse  show,  horse  ex- 
hibition, horse  sale,  or  horse  auction  is 
over. 

(2)  The  DQP  shall  inform  the  custo- 
dian of  each  horse  allegedly  found  in 

violation  of  the  Act  or  its  regulations, 
or  disqualified  or  excused  for  any  other 
reason,  of  such  action  and  the  specific 
reasons  for  such  action. 

(3)  Each  horse  industry  organization 
or  association  havingr  a  Department 
certified  DQP  program  shall  submit  a 
report  to  the  Department  containing 
the  following  information,  from  rec- 
ords required  in  paragraph  i(X)(l)  of  this 
section  and  oth^r  available  sources,  to 
the  Depart  iru  nt  on  a  monthly  basis: 

(i)  The  identity  of  all  horse  shows, 
horse  exhibitions,  horse  sales,  or  horse 
auctions  that  have  retained  the  serv- 
ices of  DQP's  licensed  by  said  organiza- 
tion or  assodatiion  during  the  month 
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covered  hy  the  report.  Information  con- 
cerning: the  identity  of  such  horse 
shows,  horse  exhibitions,  horse  sales, 
or  hoise  auctions  shall  include: 

(A)  The  name  and  location  of  the 
show,  exhibition,  sale,  or  auction. 

(B)  The  name  and  address  of  the  man- 
ager. 

(C)  The  date  or  dates  of  the  show,  ez- 

hibition.  sale,  or  auction. 

(ii)  The  identity  of  all  horses  at  each 
horse  show,  horse  exhibition,  horse 
sale,  or  horse  auction  that  the  licensed 
DQP  recommended  be  disqualified  or 
excused  for  any  reason.  The  informa- 
tion conceminsr  the  identity  of  such 
horses  shall  include: 

(A)  The  registered  name  of  each 
horse. 

(B)  The  name  and  address  of  the 
owner,  trainer,  exhibitor,  or  other  per- 
son having  custody  of  or  responsibility 
for  the  care  of  each  such  horse  dis- 
qualified or  excused. 

(4)  Bach  horse  industry  organissation 
or  association  havirr-r  a  Department 
certified  DQP  proyram  shall  provide, 
by  certified  nuiii  if  personal  service  is 
not  possible,  to  the  trainer  and  owner 
of  each  horse  allegedly  found  In  viola- 
tion of  the  Act  or  its  regulations  or 
otherwise  disqualified  or  excused  for 
any  reason,  the  following  information; 

(i)  The  name  and  date  of  the  show, 
exhibition,  sale,  or  auction. 

(ii)  The  name  of  the  horse  and  the 
reason  why  said  horse  was  excused,  dis- 
qualified, or  alleged  to  be  in  violation 
of  the  Act  or  its  regulations. 

(5)  Each  horse  industry  organization 
or  association  having  a  Deparlanent 
certified  DQP  program  shall  provide 
each  of  its  licensed  DQP's  with  a  cur- 
rent list  of  all  persons  that  have  been 
disqualified  by  order  of  the  Secretary 
ftom  showing  or  exhibiting  any  horse, 
or  judging  or  managing  any  horse 
show,  horse  exhibition,  horse  sale,  or 
horse  auction.  The  Department  will 
make  such  list  available,  on  a  current 
basis,  to  organizations  and  associations 
maintaining  a  certified  DQP  program. 

(6)  Bach  horse  industry  organization 
or  association  having  a  Department 
certified  DQP  program  shall  develop 
and  provide  a  continuing  education 
program  for  licensed  DQP  s  which  pro- 
vides not  less  than  1  hours  of  instruc- 
tion per  year  to  each  licensed  DQP. 


(7)  Each  horse  industry  orgsjiization 

or  association  having  a  Department 
certified  DQP  program  shall  promul- 
gate standards  of  conduct  for  its 
DQP*8.  and  shall  provide  administrar 
ttV6  procedures  within  the  oi^anlzation 
or  association  for  initiating,  maintain- 
ing, and  enforcing  such  standards.  The 
procedures  shall  include  the  causes  for 
and  methods  to  be  utilised  for  can- 
celing the  license  of  any  DQP  who  falls 
to  properly  and  adequately  carry  out 
his  duties.  Minimum  standards  of  con- 
duct for  DQP's  diall  Indude  the  fol- 
lowing; 

fi)  DQP  shall  not  exhibit  any  horse 
at  any  horse  show  or  horse  exhibition, 
or  sell,  auction,  or  pruchase  any  horse 
sold  at  a  horse  sale  or  horse  auction  at 
which  he  or  she  has  been  appointed  to 
inspect  horses: 

(ii)  A  DQP  shall  not  inspect  horses  at 
any  horse  show,  horse  exhibition,  horse 
sale  or  horse  auction  in  which  a  horse 
or  horses  owned  by  a  member  of  the 
DQP  s  immediate  family  or  the  DQP's 
employer  are  competing  or  are  being 
offered  for  sale; 

(Ui)  A  DQP  Shall  follow  the  uniform 
inspection  procedures  of  his  certified 
organization  or  association  when  in- 
specting horses;  and 

(iv)  The  DQP  shall  immediately  in- 
form management  of  each  case  regard- 
ing any  horse  which,  in  his  opinion,  is 
in  violation  of  the  Act  or  regulations. 

(e)  Prohibition  of  appointment  of  cer- 
tain persons  to  perform  duties  under  the 
Act.  The  management  of  any  horse 
show,  horse  exhibition,  horse  sale,  or 
horse  auction  shall  not  appoint  any 
person  to  detect  and  diagnose  horses 
which  are  sore  or  to  otherwise  inspect 
horses  for  the  purpose  of  enforcing  the 
Act.  if  that  person: 

(1)  Does  not  hold  a  valid,  current 
DQP  license  Issued  by  a  horse  industry 
organization  or  association  having  a 
DQP  program  certified  by  the  Depart- 
ment. 

(2)  Has  had  his  DQP  license  canceled 
by  the  licensing  organization  or  asso- 
ciation. 

(3)  Is  disqualified  by  the  Secretary 
from  performing  diagnosis,  detection, 
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and  inspectloii  under  the  Act,  after  no- 
tice and  opportunity  for  a  hearintr.'' 
when  the  Secretary  finds  that  such  per- 
son is  unfit  to  perform  such  diagnosis, 
detection,  or  inspection  because  he  has 
failed  to  perform  his  duties  in  accord- 
ance with  the  Act  or  regulations,  or  be- 
cause he  has  been  convicted  of  a  viola- 
tion of  any  provision  of  the  Act  or  reg- 
ulations occurring  after  July  13.  1976, 
or  has  paid  any  fine  or  civil  penalty  in 
settlement  of  any  proceeding  regarding 
a  violation  of  the  Act  or  regulations 
occurring  after  July  13.  1976. 

(f)  Cancellation  of  DQP  license.  (,1) 
Each  horse  Industry  organization  or  as- 
sociation having  a  DQP  program  cer- 
tified by  the  Department  shall  issue  a 
written  warning  to  any  DQP  whom  it 
has  licensed  who  violates  the  rules, 
regulations,  by-laws,  or  standards  of 
conduct  promulgated  by  such  horse  in- 
dustry organization  or  association  pur- 
suant to  this  section,  who  fails  to  fol- 
low the  procedures  set  forth  in  §11.21  of 
this  part,  or  who  otherwise  carries  out 
his  duties  and  responsibilities  in  a  less 
than  satisfactory  manner,  and  shall 
cancel  the  license  of  any  DQP  after  a 
second  violation.  Upon  cancellation  of 
his  DQP  license,  the  DQP  may,  within 
30  days  thereafter,  request  a  hearing 
before  a  review  committee  of  not  less 
than  three  persons  appointed  by  the  li- 
censing horse  industry  organization  or 
association.  If  the  review  committee 
sustains  the  cancellation  of  the  license, 
the  DQP  may  appeal  'he  decision  of 
such  committee  to  the  Administrator 
within  30  days  from  the  date  of  such 
decision,  and  the  Administrator  shall 
make  a  final  determination  in  the  mat- 
ter. If  the  Administrator  finds,  after 
providing  the  DQP  whose  license  has 
been  canceled  with  a  notice  and  an  op- 
iwrtunity  for  a  hearint^."  that  there  is 
sufficient  cause  for  the  committee  s  de- 
termination regarding  license  cancella- 
tion, he  shall  issue  a  decision  sus- 
taining such  determination.  If  he  does 
not  find  that  there  was  sufficient  cause 


^Hearing  would  be  in  accordance  with  the 

Uniform  Rules  of  Practice  for  the  Depart- 
ment of  A(jri'iculture  in  subpart  U  of  part  1, 
subtitle  A,  title  7,  Code  of  Federal  R^lar 
tlons  (7  CFR  1.130  et  seq,) 


to  cancel  the  license,  the  licensing  or- 
ganization or  association  shall  rein- 

state  the  license. 

(2)  Each  horse  industry  organization 
or  association  havingr  a  Department 
certified  DQP  program  shall  cancel  the 
license  of  any  DQP  licensed  under  its 
program  who  has  been  convicted  of  any 
violation  of  the  Act  or  regulations  or 
of  any  DQP  who  has  paid  a  line  or  civil 
penalty  in  settlement  of  any  alleged 
violation  of  the  Act  or  regulations  if 
such  alleged  violation  occurred  after 
July  13, 1976. 

is)  Revocation  of  DQP  progrcan  certifi- 
cation of  horse  industry  organizatlona  or 
associations.  Any  horse  industry  organi- 
zation or  association  having  a  Depart- 
ment certified  DQP  program  that  has 
not  received  Department  approval  of 
the  inspection  procedures  provided  for 
in  paragraph  (h)(6)  of  this  section,  or 
that  otherwise  fails  to  comply  with  the 
requirements  contained  in  this  section, 
may  have  such  certification  of  its  DQP 
program  revoked,  unle.ss,  upon  written 
notification  from  the  Department  of 
such  failure  to  comply  with  the  re- 
quirements in  tills  section,  such  orga- 
nisation or  association  takes  iname- 
diate  action  to  rectify  such  failure  and 
takes  appi  opriate  steps  to  prevent  a  re- 
currence of  such  noncompliance  within 
the  time  period  specified  in  the  Depart- 
m^t  notification,  or  otherwise  ade- 
quately explains  such  failure  to  comply 
to  the  satisfaction  of  the  Department. 
Any  horse  industry  organization  or  as- 
sociation whose  DQP  program  certifi- 
cation has  been  revoked  may  appeal 
such  revocation  to  the  Administrator^ 
in  writing  within  30  day.s  after  the  date 
of  such  revocation  and.  if  requested, 
shall  be  afforded  an  opportunity  for  a 
hearing.'^  All  DQP  licenses  issued  by  a 

horse  industry  org'anization  or  associa- 
tion whose  DQP  program  certification 
has  been  revoked  shall  expire  90  dasrs 
afber  the  date  of  such  revocation,  or  16 

days  after  the  date  the  revocation  be- 
comes final  after  appeal,  unless  they 


*-''See  previohs  footnotes  6  and  7. 
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are  transferred  to  a  horse  industry  or- 
ganization or  association  having  a  pro- 
gram currently  certified  by  the  Depart- 
ment. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0S79-0Q66) 

[44  FR  156n.  Jan.  5.  1979.  as  amended  at  44  FR 
25182.  Apr.  27,  1979;  48  FR  57471.  Dec.  30.  1983; 
55  PR  41003.  Oct.  17,  1000:  66  PR  13750,  Apr.  4. 
1991;  59  FR  67612,  Dec.  30,  1004;  68  FR  62027. 

Nov.  10.  1998J 

§11.20   H(  sponsibilitiM  and  liabilltiM 

of  management. 

(a;  The  management  of  any  horse 
dlow,  hone  exhibition,  or  hone  sale  or 
auction  which  does  not  appoint  and  re- 
tain a  DQP  shall  be  responsible  for 
identifying  all  horses  that  are  sore  or 
otherwise  In  violation  of  the  Act  or 
reffulatlons.  and  shall  disqoaliiy  or  dis- 
allow any  horses  which  are  sore  or  oth- 
erwise in  violation  of  the  Act  or  regu- 
lations trom  participating  or  com- 
peting in  any  horse  show,  horse  exhi- 
bit ion.  horse  sale,  or  horse  auction. 
Horses  entered  for  sale  or  auction  at  a 
horse  sale  or  horse  auction  must  be 
Identified  as  sore  or  otherwise  in  viola- 
tion of  the  Act  or  regulationH  prior  to 
the  sale  or  auction  and  prohibited  from 
entering  the  sale  or  auction  ring.  Sore 
horses  or  horses  otherwise  in  violation 
of  the  Act  or  reenlations  that  have 
been  entered  in  a  horse  show  or  horse 
e:dilbltion  for  the  purx)Ose  of  show  or 
exhibition  must  be  identified  and  ex- 
cused prior  to  the  show  or  exhibition. 
Any  horses  found  to  be  sore  or  other- 
wise in  violation  of  the  Act  or  regula- 
tions during  actual  participation  In  the 
show  or  exhibition,  must  be  removed 
from  further  participation  prior  to  the 
tyeing  of  the  class  or  the  completion  of 
the  e.xlubitlon.  All  horses  tyed  first  In 
each  Tennessee  Walking  Horse  or 
racking  horse  class  or  event  at  any 
horse  show  or  horse  eidilbltlon  shall  be 
inspected  after  beintr  shown  or  exhib- 
ited to  determine  if  such  horses  are 
sore  or  otherwise  in  violation  of  the 
Act  or  regulations. 

(bXD  The  management  of  any  horse 
show,  horse  exhibition,  horse  sale  or 
auction  which  designates  and  appoints 
a  Designated  Qualified  Person  (or  per- 
sons) to  Inspect  horses  shall  accord 
said  DQP  access  to  all  records  and 
areas  of  the  grounds  of  such  show,  ex- 


hibition, sale,  or  auction  and  the  same 
right  to  inspect  horses  and  records  as 
is  accorded  to  any  APHIS  representa- 
tive. Further,  management  shall  not 
take  any  action  which  would  interfere 
with  or  influence  said  DQP  in  carrying 
out  his  duties  or  making  decisions  con- 
cerning whether  or  not  any  horse  Is 
sore  or  otherwise  in  violation  of  the 
Act  or  regulations.  In  the  event  man- 
agement is  dissatisfied  with  the  per- 
formance of  a  particular  DQP,  Includ- 
ing disagreement  with  decisions  con- 
cerning violations,  management  shall 
not  dismiss  or  otherwise  Interfere  with 
said  DQP  during  the  DQP*s  appointed 
tour  of  duty. 8  However,  management 
should  immediately  notify,  in  writing, 
the  Department^  and  the  organization 
or  association  that  licensed  the  DQP. 
as  to  why  the  performance  of  said  DQP 
was  inadequate  or  otherwise  unsatis- 
factory. Management  which  designates 
and  appoints  a  DQP  shall  immediately 
disqualify  or  disallow  from  being 
shown.  PxhiViiterl.  sold,  or  auctioned 
any  horse  identified  by  the  DQP  to  be 
sore  or  otherwise  in  violation  of  the 
Act  or  regulations  or  any  horse  otheor- 
wise  known  by  managrement  to  be  sore 
or  in  violation  of  the  Act  or  regula- 
tions. Should  management  fail  to  dis- 
qualify or  disallow  from  being  shown, 
exhibited,  sold  or  auctioned  any  such 
horse,  sairi  management  shall  assume 
ftill  responsibility  for  and  UablUtieB 
arising  from  the  showing,  exhibition, 
sale,  or  auction  of  said  horses. 

(2>  The  DQP  shall  physically  inspect: 
(i)  All  Tennessee  Walking  Horses  and 
racking  horses  entered  for  sale  or  auc- 
tion. Cii)  all  Tennessee  Walking-  Horses 
and  racking  horses  entered  in  any  ani- 
mated gait  class  (whether  under  saddle, 
horse  to  cart,  or  otherwise),  (iii)  all 
Tennessee  Walking?  Horses  and  racking 
horses  entered  for  exhibition  before 
they  are  admitted  to  be  shown,  exhib- 
ited, sold,  or  auctioned,  and  (iv)  all 
Tennessee  Walkini?  Horses  and  racking 
horses  tyed  first  in  their  class  or  event 
at  any  horse  show,  horse  exhlbltloii, 
horse  sale,  or  horse  auction.  Such  In- 
spection shall  be  for  the  purpose  of  de- 
termining whether  any  such  horses  are 
in  violation  of  the  Act  or  regulations. 


"The  duration  of  the  ahow.  exhibition,  or 

sale  or  auction. 
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Such  physical  examination  shall  be 
conducted  in  accordance  with  the  in- 
spection procedures  provided  for  in 
$11.21  of  this  part.  The  DQP  shall  ob- 
serve hoi  Ht  s  in  the  warmup  ring  and 
during  actual  performances  whenever 
possible,  and  shall  inspect  any  Ten- 
nessee Walkingr  Horse  or  racking-  horse 
at  any  time  he  deems  nt'(  t  ssarv  to  de- 
termine whether  any  such  horse  shown, 
exhibited,  sold,  or  auctioned  is  in  vio- 
lation of  the  Act  or  regulations.  If 
present  at  oilier  shows,  he  shall  exam- 
ine any  horse  which  he  determines 
should  be  examined  for  compliance 
with  the  Act  and  regulations. 

(3)  The  DQP  Shall  immediately  re- 
port, to  the  manag-ement  of  any  horse 
show,  horse  exhibition,  or  horse  sale  or 
auction,  any  horse  which,  in  his  opin- 
ion, is  sore  or  otherwise  in  violation  of 
the  Act  or  regulations.  Such  report 
shall  be  made,  whenever  possible,  be- 
fore the  show  class  or  exhibitioin  in- 
volving said  horse  has  begun  or  before 
said  horse  is  offered  for  sale  or  auction. 

(c)  The  management  of  any  horse 
show,  exhibition,  sale,  or  auction  that 
designates  and  appoints  a  DQP  to  in- 
spect horses  shall  appoint  and  des- 
ignate at  least  two  DQP's  when  more 
than  150  horses  are  entered. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0066) 

[44  FR  25182.  Apr.  27.  1979.  as  amended  at  48 
FR  57471.  Dec.  30.  1983  :  55  FR  41993.  Oct.  17. 
1990;  56  FR  13750,  Apr.  4,  1991;  57  FR  62175. 
Dec.  90, 19S8] 

§  11.21    Inspection  procedures  for  des- 
ignated qualified  penons  (IK|P's). 

(a)(1)  During  the  preshow  inspection, 
the  DQP  shall  direct  the  custodian  of 
the  horse  to  walk  and  turn  the  horse  in 
a  manner  that  allows  the  DQP  to  deter- 
mine whether  the  horse  exhibits  signs 
of  soreness.  The  DQP  shall  determine 
whether  the  horse  moves  in  a  free  and 
easy  manner  and  Is  free  of  any  signs  of 
soreness. 

(2)  The  DQP  shall  digitally  palpate 
the  front  limbs  of  the  horse  from  knee 
to  hoof,  with  particular  emphasis  on 
the  pasterns  and  fetlocks.  The  DQP 
shall  examine  the  posterior  surface  of 
the  pastern  by  picking  up  the  foot  and 
examining  the  posterior  (flexor)  sur- 
face. The  DQP  shall  apply  digital  pres- 
sure to  the  pocket  (sulcus),  including 


the  bulbs  of  the  heel,  and  continue  the 
palpation  to  the  medial  and  lateral  sur- 
faces of  the  pastern,  being  careful  to 
observe  for  responses  to  pain  In  the 
horse.  While  continuing  to  hold  onto 
the  pastorn.  the  DQP  shall  extend  the 
foot  and  leg  of  the  horse  to  examine 
the  firont  (extensor)  surfaces,  including 
the  coronaly  band.  The  DQP  may  ex- 
amine the  rear  limbs  of  all  horses  in- 
spected after  showing,  and  may  exam- 
ine the  rear  limbs  of  any  horse  exam- 
ined in-eshow  or  on  the  showgroiuds 
when  he  deems  it  necessary,  except 
that  the  DQP  shall  examine  the  rear 
limbs  of  all  horses  exhibiting  lesions 
on.  or  unusual  movement  of,  the  rear 
leg's.  WTiile  carrying'  out  the  procedures 
set  forth  in  this  paragraph,  the  DQP 
shall  also  inspect  the  horse  to  deter- 
mine whether  the  provisions  of  111.3  of 
this  part  are  being  complied  with,  and 
particularly  whether  there  is  any  evi- 
dence of  inflammation,  edema,  or  pro- 
liferating granuloma  tissue. 

(3)  The  DQP  shall  observe  and  inspect 
all  horses  for  compliance  with  the  pro- 
visions set  forth  in  §  11.2(a)  through 
§  11.2(0)  of  this  part.  All  action  devices, 
pads,  and  other  equipment  shall  be  ob- 
served and  or  examined  to  assure  that 
they  are  in  compliance  with  the  regula- 
tions. All  such  equipment  on  horses  ex- 
amined postshow.  and  on  horses  exam- 
ined preshow  that  are  not  clearly  in 
compliance,  shall  be  weighed  and/or 
measured. 

(4)  The  DQP  shall  instruct  the  custo- 
dian of  the  horse  to  control  it  by  hold- 
ing the  reins  approximately  18  inches 
from  the  bit  shank.  The  DQP  shall  not 
be  required  to  examine  a  horse  if  it  is 
presented  in  a  manner  that  might 
cause  the  horse  not  to  react  to  a  DC^'s 
examination,  or  If  whips,  cigarette 
smoke,  or  otiier  actions  or  para- 
phernalia are  used  to  distract  a  horse 
during  examination.  All  such  incidents 
Shall  be  reported  to  the  show  manage- 
ment and  the  DQP  licensing  organiza- 
tion. 

(b)  The  DQP  shall  inspect  horses  no 
more  than  three  classes  ahead  of  the 
time  the  inspected  horses  are  to  be 
shown,  except  that,  in  shows  with 
fewer  than  150  horses,  the  DQP  shall  in- 
spect horses  no  more  than  2  classes 
ahead  of  the  time  the  inspected  horses 
are  to  be  shown.  Inspected  horses  shall 
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be  held  in  a  desi^mated  area  that  is 
under  observation  by  the  DQP  or 
APHIS  representative.  Horses  shall  not 
be  permitted  to  leave  the  desigrnated 
area  before  .showing'.  Only  the  horse, 
the  rider,  the  groom,  the  trainer,  the 
DQP(8)  and  APHIS  representatives 
shall  be  allowed  in  ttie  designated  area. 

(c)  The  DQP  may  carry  out  addi- 
tional inspection  procedures  as  he 
deems  necessary  to  determine  whether 
the  horse  is  sore. 

(d)  The  certified  DQP  orgranization 
shall  assess  appropriate  penalties  for 
violations,  as  set  forth  in  the  rale  book 
of  the  certified  program  under  which 
the  DQP  is  licensed,  or  as  set  forth  by 
the  Department,  and  shall  report  all 
violations,  in  accordance  with 
f  U.20(b)(3)  of  this  part. 

(55  FR  41993.  Oct.  17.  1990;  as  amended  at  56 
FR  13750,  Apr.  4.  1991;  67  FR  62175,  Dec.  90, 

19921 

§11.22   Hocords  required  and  di^KMi- 

tion  thereof. 

(a)  The  management  oi  a,ny  horse 
show,  horse  exhibition,  or  horse  sale  or 

auction,  that  contains  Tennessee  Walk- 
ing Hoises  or  lackintr  horses,  shall 
maintain  for  a  period  ol  at  least  90 
6&ys  following  the  closing  date  of  said 
show,  exhibition,  or  sale  or  auction,  all 
pertinent  records  containing: 

(1)  The  dates  and  place  of  the  horse 
show,  horse  exhibition,  horse  sale,  or 
horse  auction. 

(2)  The  name  and  address  (including 
Street  address  or  post  office  box  num- 
ber and  ZIP  code)  of  the  sponsoring  or- 
granization. 

(3)  The  name  and  address  of  the  horse 
show,  exhibition,  horse  sale  or  horse 
auction  management. 

(4)  The  name  and  address  (including 
street  address  or  post  office  box  num- 
ber and  ZIP  code)  of  the  DQP.  if  any. 
employed  to  conduct  inspections  under 
§11.20:  and.  the  name  of  the  horse  in- 
dustry organization  or  association  cer- 
tlfsrlng  the  DQP. 

(5)  The  name  and  address  (including 
street  addre.s.s  or  post  office  box  num- 
ber, and  ZIP  code)  of  each  show  judge. 

(6)  A  copy  of  each  class  or  sale  sheet 
containing  the  names  of  horses,  the 
names  and  addi-esses  (including"  street 
addiess,  post  office  box  and  ZIP  code) 
of  horse  owners,  the  exhibitor  number 


and  class  number,  or  sale  number  as- 
signed to  each  horse,  the  show  class  or 
sale  lot  number,  and  the  name  and  ad- 
dress (including  street  address,  post  of- 
fice box,  and  ZIP  code)  of  the  person 
paying  the  entry  fee  and  entering  the 
horse  in  a  horse  lihow,  horse  exhibition, 
or  horse  sale  or  auction. 

(1)  .\  copy  of  the  offici.al  horse  show, 
horse  exhibition,  horse  sale,  or  horse 
auction  program,  if  any  such  program 
has  been  prepared. 

(8)  The  identification  of  each  horse, 
including  the  name  of  the  horse,  the 
name  and  address  (including  street  ad- 
dress, post  office  box,  and  ZIP  code)  of 
the  owner,  the  trainer,  the  rider  or 
other  exhibitor,  and  the  location  (in- 
cluding street  address,  post  office  box, 
and  ZIP  code)  of  the  home  bam  or 
other  fitcility  where  the  horse  is  sta- 
bled. 

(b)  The  management  of  any  horse 
show,  horse  exhibition,  or  horse  sale  or 

auction  containing  Tennessee  Walking 
Horses  or  racking  horses  shall  de.s- 
ignate  a  person  to  maintain  the  records 
required  in  this  section. 

(c)  The  management  of  any  horse 
.show,  horse  exhibition,  or  horse  sale  or 
auction  containing  Tennessee  Walking 
Horses  or  racking  horses  shall  furnish 
to  any  APHIS  representative,  upon  re- 
quest, the  name  and  address  (including 
street  address,  or  post  office  box,  and 
ZIP  code)  of  the  person  designated  by 
the  sponsoring  organization  or  man- 
ager to  maintain  ttie  records  required 
by  this  section. 

(d)  The  Administrator  may,  in  qie- 
cific  cases,  requiie  that  a  horse  show, 
horse  exhibition,  or  hoise  .sale  or  auc- 
tion records  be  maintained  by  manage- 
ment for  a  period  in  excess  of  90  days. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0579-0056,  and 

0.579  0058) 

(44  tT.S.C.  ■^:>06) 

lU  FR  25179,  Apr.  27,  1979.  as  amended  at  48 
FR  57471,  Dec.  30,  1083.  Redesignated  at  55  FR 
41903,  Oct.  17.  1890:  56  FR  13750,  Apr.  4,  1891] 

§  11m23  Inspectiom  of  records. 

(a)  The  management  of  any  horse 

show,  horse  exhibition,  or  horse  sale  or 
auction  shall  permit  any  APHIS  rep- 
resentative, upon  request,  to  examine 
and  make  copies  of  any  and  all  records 
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pertaining  to  any  horse,  either  re- 
quired in  any  part  of  the  regrulations. 
or  otherwise  maintained,  during  ordi- 
nary business  hoars  or  such  other 
times  as  may  be  mutually  agreed  upon. 
A  room,  table,  or  other  faoilitips  npc- 
essaxy  for  proper  examination  of  such 
records  shall  he  made  available  to  the 
APHIS  representative. 

(h)  Horse  industry  organizations  or 
associations  who  train,  maintain,  and 
license  DQP*8  under  a  certified  DQP 
program  shall  iwrmit  any  APHIS  rep- 
resentative, upon  request,  to  examine 
and  copy  any  and  all  records  relating 
to  the  DQP  program  which  are  required 
by  any  part  of  the  regulations.  Such  re- 
quests shall  be  made  during  ordinary 
business  hours  or  such  other  times  as 
mutually  agreed  upon.  A  room,  table  or 
other  facilities  necessary  for  proper  ex- 
amination shall  be  made  available 
upon  the  request  of  the  APHIS  rep- 
resentative. 

r44  PR  25179,  Apr.  37, 1979.  Redesignated  at  56 

FR  41993.  Oct.  17.  1990,  as  amended  at  56  FR 
13760,  Apr.  4, 1991] 

SllM  Beporttog by wMwagwiieiK. 

(a)  Within  5  days  following  the  con- 
clusion of  any  horse  show,  horse  exhi- 
bition, or  horse  sale  or  auction,  con- 
taining Tennessee  Walkiner  Horses  or 
racking  horses,  the  managements  of 
such  show,  exhibition,  sale  or  auction 
shall  submit  to  the  Regional  Director* 
for  the  State  in  which  the  show,  exhi- 
bition. >=ale  or  auction  was  held,  the  in- 
formation required  by  §11.22ta)(l) 
through  (6)  for  each  horse  excused  or 
disqualified  by  management  or  its  rep- 
resentatives from  being  shown,  exhib- 
ited, sold  or  auctioned,  and  the  reasons 
for  such  action.  If  no  horses  are  ex- 
cused or  disqualified,  the  management 
shall  submit  a  report  so  stating. 

(b)  Within  5  days  following  the  con- 
clusion of  any  horse  show,  horse  exhi- 
bition, or  horse  sale  or  auction  which 
does  not  contain  Tennessee  Walking 
Horses  or  racking  horses,  the  manage- 
ment of  such  show,  exhibition,  sale  or 
auction  shall  inform  the  Regional  Di- 
rector for  the  State  in  which  the  show, 
exhibition,  sale  or  auction  was  held,  of 
any  case  where  a  horse  was  excused  or 
disqualified  by  management  or  its  rep- 


1  See  footnote  1  to  §11.1. 


resentatives  fi'om  being  shown,  exhib- 
ited, sold  or  auctioned  because  it  was 

found  to  be  sore. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0056) 

144  FR  25179.  Apr.  27.  1979.  as  amended  at  48 
FR  57471.  Dec.  30.  1983:  .'kj  FR  41994,  Oct.  17, 
1990:  56  FR  13750,  Apr.  4.  1991;  63  FR  62927. 
Nov.  10,  19981 

§11.40  Prohibitions  and  requirements 
concerning  persons  involved  in 
tranq^ortatioii  of  oertain  hones. 

(a)  Each  person  who  ships*  trans- 
ports, or  otherwise  moves,  or  dellyers 

or  receives  for  movement,  any  horse 
with  reason  to  believe  such  horse  may 
be  shown,  exhibited,  sold  or  auctioned 
at  any  horse  show,  horse  exhibition,  or 
horse  sale  or  auction,  shall  allow  and 
assist  in  the  inspection  of  such  horse  at 
any  such  show,  esthibition,  sale,  or  auc- 
tion to  determine  compliance  with  the 
Act  as  provided  in  §11.4  of  the  regula- 
tions and  shall  furnish  to  any  APHIS 
representatives  upon  his  requMt  the 
following  information: 

(1)  Name  and  address  (including 
street  address,  post  office  box.  and  ZIP 
code)  of  the  horse  owner  and  of  the 
Shipper,  if  different  firom  the  owner  or 
trainer. 

(2)  Name  and  address  (including 
street  address,  post  office  box,  and  ZIP 
code)  of  the  horse  trainer. 

(3)  Name  and  address  (including 
street  address,  post  office  box.  and  ZIP 
code)  of  the  carrier  transporting  the 
horse,  and  of  the  driver  of  the  means  of 
conveyance  used. 

(4)  Origin  of  the  Shipment  and  date 
thereof,  and. 

(5)  Destination  of  shipment. 

(b)  [Reserved] 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  namlMr  0879^0066) 

[44  FR  25179,  Apr.  27,  1979,  as  amended  at  48 
FR  57471.  Dec.  90.  1963;  56  FR  13750,  Apr.  4, 

1991] 

811.41  Reporting  required  of  horse  in- 
dustry  organizations   or  associa- 

Each  horse  Industry  organisation  or 
association  which  sponsors,  or  which 
sanctions  any  horse  show,  horse  exhi- 
bition, or  horse  sale  or  auction,  shall 


139 


Pt.  12 


9  CFR  Cli.  1 0-1-03  EdNoiO 


furnish  the  Department*^  by  March  1  of 
each  year  with  all  saoh  organization  (KT 
association  rulebooks,  and  disciplinary 

procedures  for  thp  previous  year  per- 
taining to  violations  of  the  Horse  Pro- 
tection Act  or  regulations,  applicable 
to  such  horse  show,  horse  exhibition, 
or  horse  sale  or  auction.  Rulebooks  and 
information  relating  to  disciplinary 
procedures  for  violations  of  the  Horse 
Protection  Act  or  regulations  should 
be  readily  available  to  all  exhibitors, 
trainers,  and  owners  of  horses  at  such 
show,  exhibition,  sale,  or  auction.  Each 
horse  industry  organization  or  associa- 
tion shall  furnish  the  Department*^ 
with  a  quarterly  report  of  all  discipli- 
nary actions  taken  against  the  man- 
agement or  any  horse  show,  horse  exhl- 
bition.  horse  sale,  or  horse  auction, 
any  exhibitor,  or  any  licensed  DQP.  for 
violation  of  the  Horse  Protection  Act 
or  regulations,  and  the  results  thereof. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0066) 

[11  FR  25179.  Apr.  27.  1979,  SB  amended  at  48 

FR  57471,  Dec.  30,  1983J 

PART  12— RULES  OF  PRACTICE 
GOVERNING  PROCEEDINGS 
UNDER  THE  HORSE  PROTECTION 
ACT 

Subpart  A— Qaneial 

Sec. 

12.1  Scope  and  applicability  of  roles  of  prac- 
tice. 

>i#igMiit  B— SuBDlMnMilal  RidM  of  P*i**ii^^ 

12.10  Stipolatlons. 

Subpart  A— General 

S12.1   Scope  and  appUeaMUty  of  rales 

of  practice. 

The  Uniform  Rules  of  Practice  for 
the  Department  of  Agriculture  promul- 


<See  footnote  6  to  §11.7. 


gated  in  subpart  U  of  part  1,  subtitle  A, 
title  7,  Code  of  Federal  Regalations, 
are  the  Rules  of  Practice  applicable  to 

adjudicatoi-y.  administrative  pro- 
ceedings under  section  6(a)  of  the  Horse 
Protection  Act  of  1970  (15  U.S.C. 
1825(a))  and  sections  6  (b)  and  (c)  of  the 
Horse  Protection  Act  (15  U.S.C.  1825  (b) 
and  (c)).  In  addition,  the  Supplemental 
Rules  of  Practice  set  forth  in  subpart  B 
of  this  part  shall  be  applicable  to  siuA 
proceedings. 

(84  Stat.  1406: 15  U.S.C.  1828) 
[42  FR  10869.  Feb.  25, 1977] 

Subpart  S— Supplemental  Rules  of 
Practice 

§12.10  Stipulatioiu. 

(a)  At  any  time  prior  to  the  issuance 
of  a  complaint  seeking  a  civil  penalty 
under  the  Act,  the  Administrator,  in 
his  discretion,  may  enter  into  a  stipu- 
lation with  any  person  in  which: 

(1)  The  Administration  gives  notice 
of  an  apparent  violation  of  the  Act  or 
the  regulations  issued  thereunder  by 
such  person  and  affords  such  person  an 
opportunity  for  a  hearing  regarding  the 
matter  as  provided  by  the  Act; 

(2)  Such  person  expressly  waivM 
hearing  and  agrees  to  a  specified  order 
including  an  agreement  to  pay  a  speci- 
fied civil  penalty  within  a  designated 
time;  and 

(3)  The  Administ!-ator  asrrees  to  ac- 
cept the  specified  order  including  a 
civil  penalty  in  settlement  of  the  par- 
ticular matter  involved  if  it  Is  paid 
within  the  designated  time. 

(b)  If  the  specified  penalty  is  not  paid 
within  the  time  designated  in  such  a 
stipulation,  the  amount  of  the  stipu- 
lated penalty  shall  not  be  relevant  in 
any  respect  to  the  penalty  which  may 
be  assessed  after  Issuance  of  a  com- 
plaint. 

(84  Stat.  1406: 15  U.S.C.  1828) 
[42  FR  10080.  Feb.  25. 1977] 
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PART  49— RULES  OF  PRACTICE 
GOVERNING  PROCEEDINGS 
UNDER  CERTAIN  ACTS 

SubpQit  A~OmmioI 

49. 1  Scope  and  axqdicabUi^  of  rules  of  prac- 
tice. 

SWJpUII  D''"«Nl|ipiMI1Wliai  RUM  Of  rlUUIICV 

49.10  StipolationB. 

AUTHORiTi-;  21  U.S.C.  111-114.  114a.  114a-l, 
115.  117.  120.  122,  123.  125-127.  134b,  134c,  134e, 
and  134f:  7  CFR  2.22.  2.80.  and  371.4. 

Source:  48  FK  30094,  June  30.  1983,  uiilesti 
oCherwlse  noted. 

Subpart  A— General 

S49.1  Seop9  mad  apphcahShty  of  rules 
of  practloe* 

The  Uniform  Rules  of  Practice  for 
the  Department  of  Agriculture  promul- 
gated in  subpart  H  of  part  1,  subtitle  A, 
title  7,  Code  of  Federal  RegralatioiiB, 
are  the  Roles  of  Practit  e  applicable  to 
adjudicatory.  administrative  pro- 
ceedings under  the  following  statutory 
provlsloiiB: 

Act  of  May  29,  1884,  commonly  known  as  the 

Animal  Industry  Act,  section  7.  as  amend- 
ed (21  U.S.C.  117), 
Act  of  Febmary  2. 1908.  commonly  known  as 

the  Cattle  Contaeiou.s  Diseases  Act  of  1903, 

section  3.  as  amended  (21  U.S.C.  122), 
Act  of  March  3,  1905,  Section  6,  as  amended 

(21  U.S.C.  127). 
Act  of  July  2,  1962,  section  6(a).  as  amended 

(21  U.S.C.  134e). 

In  addition,  the  Supplemental  Rules  of 
Practice  set  forth  in  subpart  B  of  this 
part  shall  be  applicable  to  such  pro- 
ceedings. 

Subpart  B— Supplemental  Rules  of 
Practice 

S  49.10  Stipulations. 

(a)  At  any  time  prior  to  the  issuance 
of  a  complaint  seeking  a  civil  penalty 
under  any  of  the  Acts  listed  In  §40.1, 
the  Administrator,  in  his  dlsoretlon. 


may  enter  into  a  stipulation  with  any 
person  in  which: 

(1)  The  Administrator  or  the  Admin- 
istrator's delegate  gives  notice  of  an 
apparent  violation  of  the  applicable 
Act.  or  the  regrulations  issued  there- 
under, by  such  person  and  affords  such 
person  an  opportunity  for  a  hearing  re- 
garding the  matter  as  provided  by  such 
Act; 

(2)  Such  person  expressly  waives 
hearing  and  agrees  to  pay  a  specified 
penalty  within  a  designated  time;  and 

(3)  The  Administrator  agrees  to  ac- 
cept the  penalty  in  settlement  of  the 
particular  matter  involved  if  the  pen- 
alty is  paid  within  the  designated  time. 

(b)  If  the  penalty  is  not  paid  within 
the  time  designated  in  such  a  stipula- 
tion, the  amount  of  the  stipulated  pen- 
alty shall  not  be  relevant  in  any  re- 
spect to  the  penalty  which  may  be  as- 
sessed after  issuance  of  a  complaint. 

PART  50— ANIMALS  DESTROYED 
BECAUSE  OF  TUBERCULOSIS 

Sec. 

50.1  Definitions. 

Subpart  A — General  indemnity 

50.2  Applicability  of  this  sabpart;  coopera- 
tion with  States. 

50.3  Pajrment  to  owners  for  animals  de- 
stroyed. 

50.4  Classification  of  cattle,  bison,  captive 
cervids,  and  other  livestock  as  infected, 
exposed,  or  suspect. 

50.5  Record  of  tests. 

50.6  Identification  of  animals  to  be  de- 
stroyed becaose  of  tuberculosis. 

50.7  Destruction  of  animals. 

50.8  Payment  of  expenses  for  transporting: 
and  disposing  of  Infected,  exposed,  and 
suspect  animals. 

50.9  Appraisals, 

50.10  Report  of  appraisals. 

50.11  Report  of  salvs^e  proceeds. 

50.12  Claims  for  indemnity. 

.50.13   Disinfection  of  premises,  conveyances, 

and  materials. 
50.14  Claims  not  allowed. 
50.15-^.16  [Reserved] 
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Subpart  B— Dairy  Cattle  and  FacilitiM  in 
the  El  Paso,  Texas.  Region 

50.17  Payment. 

50.18  Identification  and  disposal  of  cattle. 

50.19  Report  of  salvage  proceeds. 

50.20  Claims  for  payment. 
fiO.21  Schedule  of  pajrments. 
50.22  Claims  not  allowed. 

Authority:  7  U.S.C.  8304  8306.  8308.  8310, 
and  8315:  7  CFR  2.22.  2. 80.  and  ;371.4. 

Source:  40  FR  27009,  June  26,  1975,  unless 
otherwise  noted. 

§  50.1  Definitions. 

For  the  purposes  of  this  part,  the  fol- 
lowing terms  mean: 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  fonc- 
tlons  specified  in  part-  1  '2.  3.  and  11  of 
subchapter  A,  and  subchapters  B.  C. 
and  D  of  this  chapter,  and  to  perform 
Amotions  required  by  cooperative 
State-Federal  disease  control  and 
eradication  programs. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 

act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 

Inspection  Service  of  tho  T'nited  States 
Department  of  Agrriculture  (APHTSk 

APHIS  representative.  A  veterinarian 
or  other  person  employed  by  APHIS  in 
animal  health  activities,  who  is  au- 
thorized to  perform  the  function  in- 
volved. 

Approved  herd  plan.  A  herd  manage* 

ment  and  testina:  plan  based  on  tho  dis- 
ease history  and  movement  patterns  of 
an  individual  herd,  designed  by  the 
herd  owner  and  a  State  representative 
or  APHIS  representative  to  determine 
the  disease  status  of  livestock  in  the 
herd  and  to  eradicate  tuberculosis 
within  the  herd.  The  plan  most  be 
jointly  approved  by  the  State  animal 
health  official  and  the  Veterinarian  in 
Charge. 

Captive  ceroid.  All  species  of  deer,  elk, 

moose,  and  all  other  members  of  the 
family  Cervidae  raised  oi-  maintained 
in  captivity  for  the  production  of  meat 
and  other  agricultural  products,  for 
spnr*  or  for  exhibition,  including  time 
sucii  animals  are  moved  interstate;  or 
any  wild  cervid  that  is  moved  inter- 


state, during  the  period  of  time  from 
capture  until  release  into  the  wild.  A 
captive  cervid  that  escapes  will  con- 
tinue to  be  considered  a  captive  cervid 

as  long  as  It  bears  an  official  eartag  or 
other  identification  approved  by  the 
Administrator  as  unique  and  traceable 
with  which  to  trace  tiie  animal  back  to 
its  herd  of  origin. 

Department.  The  United  States  De- 
partment of  Agriculture. 

Designated  tuberculosis  epidemiologist 
(DTB).  A  State  or  Federal  epidemiolo- 
gist designated  by  the  Administrator 
to  make  decisions  concerning  the  use 
and  interpretation  of  diagnostic  tests 
for  tuberculosis  and  the  management 
of  tuberculosis  affected  herds.  A  DTB 
has  the  responsibility  to  determine  the 
scope  of  epidemiologic  investigations, 
determine  the  status  of  animals  and 
herds,  assist  in  the  development  of  in- 
dividual herd  plans*  and  coordinate  dis- 
ease surveillance  and  eradication  pro- 
grams within  the  geographic  area  of 
the  DTE*s  responsibility. 

Destroyed.  Condemned  under  State 
authority  and  destroyed  by  slaughter 
or  by  death  otherwise. 

Heifer.  A  female  dairy  cow  that  has 
not  given  birth. 

Herd.  Except  for  livestock  assembled 
at  feedlots.  any  group  of  livestock 
maintained  for  at  least  4  months  on 
common  ground  for  any  purpose,  or 
two  or  more  groups  of  livestock  under 
common  ownership  or  supervision,  geo- 
graphically separated  l)ut  that  have  an 
interchange  or  movement  of  livestock 
without  regard  to  health  status,  as  de- 
termined by  the  Administrator. 

Herd  depopulation.  Removal  by 
slaughter  or  other  means  of  destruc- 
tion of  all  cattle,  bison,  and  captive 
cervids  in  a  herd,  as  well  as  any  other 
exposed  livestock  in  the  herd,  prior  tO 
restocking  with  new  livestock. 

Livestock.  Cattle,  bison,  captive 
cervids.  swine,  dairy  goats,  and  other 
hoofed  animals  (such  as  llamas,  al- 
pacas, and  antelope)  raised  or  main- 
tained in  captivity  for  the  production 
of  meat  and  other  products,  for  «port, 
or  for  exhibition. 

Milking  cow.  A  female  dairy  cow  that 
has  given  birth  and  is  being  used  for 
milk  production. 
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Mort^ige.  Any  mortgage,  lien  or 
other  security  or  interest  that  is  re- 
corded under  State  law  or  identified  in 
the  indemnity  claim  form  filed  under 
§50.12  and  lield  by  any  person  other 
than  the  one  claiming  indemnity. 

Net  salvage.  The  amount  received  for 
animals  destroyed  because  of  tuber- 
coloeis,  after  deducting  freight,  truck- 
ing, yardage,  commission,  slaughtering 
charges,  and  similar  costs  to  the 
owner. 

Ovmer.  Any  person  who  has  a  legal  or 

rightful  title  to  livestock  whether  or 
not  they  are  subject  to  a  mortgage. 

Permit.  A  permit  for  movement  of 
livestock  directly  to  slanerhter,  listing 

the  disease  status  and  identification  of 
the  animal,  where  conslsned.  cleaning 
and  disinfection  requirements,  and 
proof  of  slaughter  certification. 

Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  or  joint  stock  company, 
or  any  organized  gronp  of  any  of  the 
foregoing. 

Quarantined  feedlot.  A  confined  area 
under  the  direct  supervision  and  con- 
trol of  a  State  livestock  official  who 
shall  establish  procedures  for  the  ac- 
counting of  all  livestock  entering  or 
leaving  the  area.  The  quarantined  feed- 
lot  shall  be  maintained  for  finish  feed- 
ing of  livestock  in  drylot  with  no  pro- 
vision for  pasturing  and  grazing.  All 
livestock  leaving  such  feedlot  must 
only  move  directly  to  slaughter  In  ac- 
cordance wl^  established  procedures 
for  handling  quarantined  livestock. 

Reactor  cattle,  bison,  and  captive 
cervids.  Cattle,  bison,  and  captive 
cervlds  are  classified  as  reactors  for  tu- 
berculosis in  accordance  with  the 
"Uniform  Methods  and  Rules  Bovine 
Tuberculosis  Bradlcation/'  based  on  a 
positive  response  to  an  official  tuber- 
culin test. 

Registered  livestock.  Livestock  for 
which  individual  records  of  ancestry 
are  maintained,  and  for  which  indi- 
vidual registration  certificates  are 
issued  and  recorded  by  a  recognized 
breed  association  whose  purpose  is  the 
Improvement  of  the  breed. 

State.  Any  State,  territory,  the  Dis- 
trict of  Columbia,  or  Puerto  Rico. 

State  animal  heatth  offlckU,  The  indi- 
vidual employed  by  a  State  who  is  re- 
sponsible for  livestock  and  poultry  dis- 


ease control  and  eradication  programs 

in  that  State. 

State  representative.  A  veterinarian  or 
other  person  who  is  employed  in  live- 
stock sanitary  work  of  a  State  or  a  po- 
litical  subdivision  of  a  State  and  who  is 
authorized  by  the  State  or  political 
subdivision  to  perform  the  function  in- 
volved under  a  memorandum  of  under- 
standing with  the  Department. 

Tuberculosis.  The  contagious,  infec- 
tious, and  communicable  disease 
caused  by  Mycobacterium  bovis. 

Veterinarian  in  Charge.  The  veteri- 
nary official  of  APHIS  who  is  assigned 
by  the  Administrator  to  supervise  and 
perform  offitdal  animal  health  work  of 
APHIS  in  the  State  concerned. 

[40  FR  27O08,  June  26,  1975.  as  amended  at  45 

FR  32287.  May  16.  1980:  .51  FR  3373.5.  Sept.  23. 
1986;  52  FR  1317.  Jan.  13,  1987;  52  FR  39614, 
Oct.  23.  1967;  56  FR  86666.  Aug.  2,  1991;  58  FR 
34698.  June  29.  1993:  60  FR  37808.  July  24,  1995; 
63  FR  34263,  June  24,  1998;  63  FR  72122,  Dec. 
31.  1998;  67  FR  7500.  Feb.  20.  2602;  67  FR  48750. 
July  26,  2002] 

Subpart  A— General  Indemnity 

S0O.2   Applicability  of  this  wabptatt;  co- 
operation with  States. 

(a)  The  provisions  of  this  subpart 
apply  to  all  payments  made  by  the  De- 
partment for  the  destmction  of  ani- 
mals because  of  tuberculosis,  except  as 
specifically  provided  in  subpart  B  of 
this  part. 

(b)  The  Administrator  cooperates 
With  the  proper  State  authorities  in 
the  eradication  of  tuberculosis  and 
pays  Federal  indemnities  for  the  de- 
straction  of  cattle,  bison,  captive 
cervids.  or  swine  affected  with  or  ex- 
posed to  tuberculosis. 

[67  FR  48751.  July  26. 2002] 

§50ii  PaynMiil  to  cnmere  tor  mriimile 
tleitiojwiili 

(a)  The  Administrator  is  authorized 
to  atrree  on  the  part  of  the  Department 
to  pay  indemnity  to  owners  of  the  fol- 
lowingr  animals: 

(ii  Cattle,  bison,  or  captive  cervids 
destroyed  because  the  animals  are  in- 
fected with  or  exposed  to  tuberculosis; 

(2)  Cattle,  bison,  or  captive  cervids 
that  have  been  classified  as  suspect  for 
tuberculosis,  except  that  the  payment 
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of  indemnity  for  the  destruction  of  sus- 
pect cattle,  bison,  and  captive  cervids 
will  be  withheld  until  the  tuberculosis 
status  of  the  suspect  animal  has  been 
determined  and,  if  the  cattle,  bison,  or 
captive  cervid  is  found  to  be  infected 
with  tuberculosis,  until  all  cattle, 
bison,  and  captive  cervids  12  months  of 
a^re  or  older  in  the  claimant's  herd 
have  been  tested  for  tuberculosis  under 
APHIS  or  State  supenrision;  and 

(3)  Other  livestock  destroyed  because 
they  are  classified  as  exposed  to  tuber- 
culosis by  the  designated  tuberculosis 
epidemiologist  by  reason  of  an  assocla- 
tion  with  an  affected  lietrd  of  cattle, 
bison,  oi-  captive  cervids. 

(b)  In  each  case,  the  joint  State-Fed- 
eral indemnity  paid,  together  with  the 
amount  for  net  salvage  the  owner  re- 
ceives, may  not  pxcppd  the  appraised 
value  of  the  animal,  as  determined  in 
accordance  with  S60.9.  Additionally, 
the  Department  will  in  no  caso  pay 
more  than  $3,000  for  an  animal  that  is 
destroyed. 

[67  FR  7591.  Feb.  20.  20021 

150.4  Classification  of  cattle,  bison, 
captive  cervids,  and  other  livestock 
aainiBcted,  — |iunJ|  or  mttpmeU 

(a)  Cattle,  bison,  and  captive  cervids 

are  classified  as  infected  with  tuber- 
culosis on  the  basis  of  an  intradei  mal 
tuberculin  test  applied  by  a  Federal, 
State,  or  an  accredited  veterinarian  or 
by  other  dias^rnostic  procedure  approved 
in  advance  by  the  Administrator. 

(b)  Cattle,  bison,  and  captive  cervids 
are  classified  as  exposed  to  tuber- 
culosis when  such  cattle,  bison,  and 
captive  cervids  (1)  are  part  of  a  known 
infected  herd,  or  (2)  are  found  to  have 
moved  fi*om  an  infected  herd  before  the 
time  infection  was  disclosed  in  such 
herd  and  after  the  time  such  herd  had 
apparently  become  infected,  or  (3)  are 
found  to  have  been  exposed  by  virtue  of 
nursing-  a  reactor  dam:  Provided.  That 
cattle,  bison,  and  captive  cervids  clas- 
sified as  exposed  to  tuberculosis  shall 
be  removed  direct  to  slaughter. 

(c)  Cattle  and  bison  are  classified  as 
suspects  for  tuberculosis  based  on  a 
positive  response  to  an  official  tuber- 
culin test,  in  accordance  with  the 
"Uniform  Methods  and  Rules— Bovine 
Tuberculosis  Eradication"  (incor- 
porated into  the  regulations  by  ref- 
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erence  in  part  77).  Captive  cervids  are 
classified  as  suspects  for  tuberculosis 
in  the  same  manner  as  cattle  and 
bison. 

(d)  The  designated  tuberculosis  epi- 
demiologist will  determine  whether 
livestock  other  than  cattle,  bison,  or 
captive  cervids  are  classified  as  ex- 
posed to  tuberculosis  by  reason  of  asso- 
ciation with  an  affected  herd  of  cattle, 
bison,  or  captive  cervids. 

[40  FR  27009,  June  28.  1975.  as  amended  at  82 

PR  39614,  Oct.  23.  1987:  ,56  FR  36998,  Aug.  2. 
1991;  60  FR  37809,  July  24,  1995;  63  FR  34264, 
June  24. 1998:  67  FR  7591,  Feb.  20,  2002] 

§  50.5    Record  of  tests. 

When  any  cattle,  bison,  or  captive 
cervid  in  a  herd  is  classified  by  an 
APHIS  or  State  representative  or  ac- 
credited veterinarian  as  a  reactor  to  a 
test  for  tuberculosis,  a  complete  test 
record  shall  be  made  for  such  herd,  in- 
cludiner  the  reactor  tag  number  of  each 
reacting-  animal  and  the  repristration 
name  and  number  of  each  reacting  reg- 
istered animal.  VS  Form  6-22  or  an 
equivalent  State  form  shall  be  used  for 
the  record  of  any  herd  havini?  any  reac- 
tor to  a  tuberculin  test.  A  copy  of  the 
applicable  test  record  shall  be  given  to 
the  owner  of  any  such  herd,  and  one 
copy  of  each  such  record  shall  bo  fur- 
nished to  the  appropriate  State  veteri- 
narian's office. 

[40  FR  27009.  June  26.  1975.  as  anu-nded  at  52 
FR  396U.  Oct.  23.  1987:  56  FR  36998.  Aug.  2, 
1991:  60  FR  37809.  July  24.  1905;  63  FR  34264. 
June  24.  1998] 

iSOS   Identincation  of  animals  to  be 
destroyed  because  of  tuberculosis. 

(a)  Livestock  to  be  destroyed  because 
of  tuberculosis  must  be  identified  as 

follows: 

(1)  Livestock  classified  as  reactors 
for  tuberculosis  must  be  identilfled 
within  15  days  after  being  classified  as 

reactors,  except  that  the  veterinarian 
in  charge  may  extend  the  time  limit 
for  identification  to  30  days  when  he  or 
she  receives  a  request  for  such  an  ex- 
tension prior  to  the  expiration  date  of 
the  original  16-day  period  allowed  and 
circumstances  beyond  the  control  of 
the  owner  warrant  such  an  extension, 
and  the  Administrator  may  extend  the 
time  limit  for  identification  beyond  30 
days  upon  request  in  specific  cases 
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when  circumstances  beyond  the  control 
of  the  owner  warrant  such  an  exten- 
sion. 

(2)  Livestock  other  than  reactors  for 
tuberculosis  that  are  to  be  destroyed 
because  of  tuberculosis  must  be  identi- 
fied prior  to  movement  from  the  prem- 
ises of  origin  to  the  place  of  destruc- 
tion. 

(b)  Reactor  cattle,  bison,  and  captive 
cervids.  Reactor  cattle,  bison,  and  cap- 
tive cervids  must  be  identified  by 
branding  the  letter  *'T,"  at  least  5  by  5 
centimeters  (2  by  2  inches)  In  size,  higrh 
on  the  left  hip  near  the  tailhead  and  by 
attaching  to  the  left  ear  an  approved 
metal  eartag  bearing  a  serial  number 
and  the  inscription  "U.S.  Reactor."  or 
a  similar  State  reactor  tag.  Reactor 
cattle,  bison,  and  captive  cervids  may 
be  moved  Interstate  to  slaughter  with- 
out branding  If  they  are  permanently 
Identified  by  the  letters  -  TB"  tattooed 
legibly  in  the  left  ear,  they  are  sprayed 
on  the  left  ear  with  yellow  paint,  and 
they  are  either  accompanied  by  an 
APHIS  or  State  representative  or 
moved  directly  to  slaughter  in  vehicles 
closed  with  official  seals.  The  official 
seals  must  be  applied  and  removed  by 
an  APHIS  representative.  State  rep- 
resentative, accredited  veterinarian,  or 
an  individual  authorized  for  this  pur- 
pose by  an  APHIS  representative. 

(C)  Exposed  cattle,  bison,  and  captive 
cervids.  Exposed  cattle,  bison,  and  cap- 
tive cervids  must  be  identified  by 
branding  the  letter  "S.  "  at  least  5  by  5 
centimeters  (2  by  2  inchest  in  size,  high 
on  the  left  hip  near  the  tailhead  and  by 
attaching  to  either  ear  an  approved 
metal  eartag  bearing  a  serial  number. 
Exposed  cattle,  bison,  and  captive 
cervids  may  be  moved  interstate  to 
slaughter  without  branding  if  they  are 
either  accompanied  by  an  APHIS  or 
State  representative  or  moved  directly 
to  slaughter  in  vehicles  closed  with  of- 
ficial seals.  The  official  seals  must  be 
applied  and  removed  by  an  APHIS  rep- 
resentative. State  representative,  ac- 
credited veterinarian,  or  an  individual 
authorized  for  this  purpose  by  an 
APHIS  representative. 

(d)  Other  exposed  livestock.  Livestock 
other  than  cattle,  bison,  or  captive 
cervids  that  are  destroyed  under  the 
provisions  of  f  50.3  must  be  identified 
by  tagging  with  a  serially  numbered 


metal  eartag  attached  to  r-lther  ear. 
All  snch  animals  to  be  destro.yed  must 
be  transported  to  the  place  of  destruc- 
tion in  vehicles  closed  with  seals  pro- 
vided by  APHIS  or  shall  be  accom- 
panif^d  to  the  place  of  destruction  by 
an  APHIS  or  State  representative:  Pro- 
vided, however,  that  animals  destroyed 
and  disposed  of  under  the  direct  super- 
vision of  an  APHIS  or  State  represent- 
ative on  the  premises  where  they  were 
exposed  do  not  require  individual  iden- 
tification. 

[67  FR  7591.  Feb.  20,  20021 

§  50.7   Destruction  of  animals. 

Ca)  Slaughter  or  disposal.  Livestock  to 
be  destroyed  because  of  tuberculosis 
must  be  shipped  direct  to  slaughter 
under  permit  to  a  Federal  or  State  in- 
spected slaughtering  establishment  or 
be  disposed  of  by  rendering,  burial,  or 
incinerating  in  an  approved  manner 
under  supervision  of  an  APHIS  or  State 
employee. 

(b)  Time  limit  for  destruction  of  ani- 
mals. Livestock  for  which  Federal  in- 
demnity may  be  paid  because  of  tuber- 
culosis must  be  destroyed  and  carcass 
disposal  completed  within  15  days  after 
the  date  of  appraisal,  except  that  the 
appropriate  Veterinarian  in  Charge,  for 
reasons  satisfactory  to  him.  ma.v  ex- 
tend the  time  limit  for  slaughter  to  30 
days  when  request  for  such  extension  is 
received  by  him  prior  to  the  expiration 
of  the  oritrinal  15-day  period  allowed, 
and  the  Administrator  may  extend  the 
time  limit  for  slaughter  beyond  30 
days,  upon  request  in  specffic  cases  and 
for  reasons  satisfiactory  to  him. 

(Approved  by  the  Office  of  Manag^ement  and 
Budsret  under  control  number  057&-0051) 

[40  FR  27009.  June  26.  1975,  as  amended  at  45 
FR  32287.  May  16.  1980:  .52  FR  39614.  Oct.  23. 
1987:  56  FR  36998.  Aw^.  2.  1991:  60  FH  37809, 
July  24.  1995:  63  FR  34264.  June  24, 1998:  67  FR 
7591.  Feb.  20.  2002] 

§50.8  Payment  of  expenses  for  trans- 
porting and  disposing  of  infected, 
expasedf  and  suspect  animals. 

The  Department  may  pay,  when  ap- 
proved in  advance  in  writing  by  the 
Veterinarian  in  Charge,  one  half  the 
expenses  of  transporting  infected,  ex- 
posed, or  suspect  livestock  to  slaughter 
or  to  the  point  where  disposal  will  take 
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place,  and  one  half  the  expenses  of  de- 
8tro3riiig,  burying,  incinerating,  ren- 
dering-, or  otherwise  disposing  of  In- 

fected.  exposed,  or  suspect  livestock:; 
Provided  (hat,  the  Department  may  pay 
more  than  one-half  of  the  expenses 
when  the  Administrator  determines 
that  doing  so  will  contribute  to  the  tu- 
berculosis eradication  program.  For  re- 
imbursement to  be  made,  the  owner  of 
the  animals  must  present  the  Veteri- 
narian in  Charge  with  a  copy  of  either 
a  receipt  for  expenses  paid  or  a  bill  for 
services  rendered.  Any  bill  for  services 
rendered  by  the  owner  must  not  be 
greater  than  the  normal  fee  for  similar 
services  provided  by  a  commercial 
hauler  or  Tenderer. 

L62  FR  49592.  Sept.  23.  1997;  as  amended  at  63 
PR  34264.  June  24.  1908:  67  FR  7591.  Feb.  20. 
2002] 

iSOS  Appraisals. 

(a)  Livestock  to  be  destroyed  because 

of  tuberculosis  under  §50.3  must  bo  ap- 
praised within  15  days  after  being  clas- 
sified as  infected  with  tuberculosis,  ex- 
cept that  the  veterinarian  in  charge 
may  extend  the  time  limit  for  ap- 
praisal to  30  days  when  he  or  she  re- 
ceives a  request  for  such  an  extension 
before  the  end  of  the  expiration  date  of 
the  original  15-day  period  allowofl  and 
circumstances  beyond  the  control  of 
the  owner  warrant  such  an  extension, 
and  the  Administrator  may  extend  the 
time  limit  for  appraisal  beyond  30  days 
upon  request  in  specific  cases  when  cir- 
cumstances beyond  the  control  of  the 
owner  warrant  such  an  extension. 

(b)  Animals  for  which  indemnity  is  to 
be  paid  under  this  part  must  be  ap- 
praised at  their  fair  market  value  by 
an  appraiser  selected  by  APHIS.  APHIS 
may  decline  to  accept  any  appraisal 
that  appears  to  it  to  be  unreasonable 
or  out  of  proportion  to  the  value  of  like 
animals  of  a  like  quality.  Should  the 
appraisal  made  by  the  appraiser  se- 
lected by  APHIS  be  deemed  inadecjuate 
by  the  owner  of  the  animals,  the  owner 
will  have  15  days  from  the  receipt  of 
the  appraisal  to  submit  to  the  Admin- 
istrator a  request  for  a  review  of  the 
appraisal,  aloni^r  with  the  reasons  why 
the  animals  should  be  appraised  at  a 
hiirher  value.  The  decision  by  the  Ad- 
ministrator regarding  the  value  of  the 
animals  is  final. 


(c)  When  livestock  to  be  destroyed 
because  of  tuberculosis  are  appraised, 
due  consideration  will  be  given  to  their 
breeding  value  as  well  as  to  their  dairy 
or  meat  value.  Livestock  presented  for 
payment  as  registered  must  be  accom- 
panied by  their  registration  papers.  If 
the  registration  papers  are  temporarily 
not  available,  or  if  the  livestock  are 
less  than  3  years  old  and  unregistered, 
the  veterinarian  in  charge  may  grant  a 
reasonable  time  for  the  lamentation  of 
their  registration  papers. 

[67  FR  7S01.  Feb.  20. 2002] 

fi  50. 10  Report  of  appraisals. 

Appraisals  of  livestock  made  In  ac- 
cordance with  150.9  shall  be  recorded 

on  forms  furnished  by  APHIS.  The  ap- 
praisal form  shall  be  signed  by  the  ap- 
praiser and  by  the  owner  certifying  his 
acceptance  of  the  appraisal.  The  **d*te 

of  appraisal"  shall  be  the  date  that  the 
owner  signs  the  appraisal  form.  The 
original  of  the  appraisal  form  and  as 
many  copies  thereof  as  may  be  requlrod 

for  APHIS,  the  State,  and  the  owner  of 
the  animals  shall  be  sent  to  the  appro- 
priate Veterinarian  in  Charge. 

[40  FR  270U9.  June  26,  1975,  as  amended  at  52 
FR  99614,  Oct.  23,  1987;  86  FR  86008.  Aug.  3. 
1991:  60  FR  37809.  July  24.  1905;  68  FR  SlSOi 

June  24.  1998:  67  FR  7592.  Feb.  20. 2008] 

S60.ll  Report  of  salvagie  pffooMdb. 

A  report  of  the  salvas^e  derived  from 
the  sale  of  each  animal  on  which  a 
claim  for  indemnity  may  be  made 
under  the  provisions  of  150.3  shall  be 
made  on  a  salvage  form  acceptable  to 
APHIS  which  shall  be  signed  by  the 
purchaser  or  his  agent  or  by  the  selling 
agent  handling  the  animals.  If  the  live- 
stock are  sold  by  the  pound,  the  sal- 
vage form  shall  show  the  weight,  price 
per  pound,  gross  receipts,  expenses  if 
any,  and  net  proceeds.  If  the  livestock 
are  not  sold  on  a  per  pound  basis,  the 
net  purchase  price  of  each  animal  must 
be  stated  on  the  salvage  form  and  an 
explanation  showing  how  the  amount 
was  arrived  at  must  be  submitted.  In 
the  event  the  animals  are  nut  disposed 
of  through  regular  slaughterers  or 
through  selling  agents,  the  owner  shall 
furnish,  in  lieu  of  the  salvage  form,  an 
affidavit  showing  the  amount  of  sal- 
vage obtained  by  him  and  shall  certify 
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that  such  amount  Is  all  that  he  has  re- 
ceived or  will  receive  as  salvage  for 
said  animals.  In  an  emergency,  a  cer- 
tificate executed  by  the  appropriate 
Veterinarian  in  Charge  will  be  accept- 
able in  lieu  of  the  owner's  affidavit. 
The  salvage  shall  be  considered  to  be 
the  net  amount  received  for  an  animal 
after  deducting  freight,  truckage, 
yardage.  commission,  slaughtering- 
charges,  and  similar  costs.  The  original 
of  the  salvage  form  or  the  affidavit  of 
the  owner  or  certificate  of  the  appro- 
priate Veterinarian  in  Charge,  fur- 
nished in  lieu  thereof,  shall  be  fur- 
nished to  the  Veterinarian  in  charge  if 
it  is  not  already  in  his  possession.  Ad- 
ditional copies  may  be  furnished  to  the 
State  officials,  if  required.  Destruction 
of  livestock  by  burial,  incineration  or 
other  disposal  of  carcasses  shall  be  su- 
pervised by  an  APHIS  or  State  rep- 
resentative who  shall  prepare  and 
transmit  to  the  Veterinarian  in  Charge 
a  report  identifying  the  animals  and 
showing  the  disposition  thereof. 

(Approved  by  the  Office  of  Management  and 
Budq-et  under  control  number  057iMX>01) 

[4U  FR  27009.  June  26.  1975,  as  amended  at  48 
FR  FR  57471.  Dec.  30,  1968:  52  FR  S9614,  Oct. 
23.  1987:  56  FR  36998.  Aug.  2.  1991;  60  FR  37809. 
July  24,  1995;  63  FR  34264,  June  24,  1998;  67  FR 
7602.  Feb.  20,  2002] 

§50.12    Claims  for  indemnity. 

Claims  for  Federal  indemnity  for 
livestock  destroyed  because  of  tuber- 

culo.sis  shall  be  presented  on  indemnity 
claim  forms  furnished  by  APHIS  on 
which  the  owner  of  the  animals  covered 
thereby  shall  certify  that  the  animals 
are  or  are  not,  subject  to  any  morttras'e 
as  defined  in  this  Part.  If  the  owner 
states  there  is  a  mortgage,  the  APHIS 
indemnity  claim  form  shall  be  signed 
by  the  owner  and  by  each  person  hold- 
ing a  mortgage  on  the  animals  con- 
senting to  the  i)ayment  of  any  indem- 
nity allowed  to  the  person  specified 
thereon.  Payment  will  be  made  only  if 
the  APHIS  indemnity  claim  form  has 
been  approved  by  a  proper  State  offi- 
cial and  if  payment  of  the  claim  has 
been  recommended  by  the  appropriate 
Veterinarian  in  Charge  or  an  official 
designated  by  him.  On  claims  for  in- 
demnity made  under  the  provisions  of 
§50.3,  the  Veterinarian  in  Charge  or  of- 
ficial designated  by  him  shall  record  on 


the  APHIS  indemnity  claim  form  the 
amount  of  Federal  arid  State  indem- 
nity payments  that  appear  to  be  due  to 
the  owner  of  the  animals.  The  owner  of 
the  animals  shall  be  famished  a  copy 
of  the  APHIS  indemnity  claim  form. 
The  Veterinarian  in  Charire  or  oil'icial 
designated  by  him  shall  then  forward 
the  APHIS  indemnity  claim  form  to 
the  appropriate  official  for  further  ac- 
tion on  the  claim.  No  charges  for  hold- 
ing the  livestock  on  the  farm  pending 
slaughter  or  for  trucking  by  the  owner 
shall  be  so  deducted  or  otherwise  paid 
by  the  Department. 

[40  FR  27009.  June  26.  1975.  .as  amended  at  S2 
FR  39614,  Oct.  23.  1987;  56  FR  36998.  Aug.  2. 
1901;  00  FR  37809,  July  24.  1995;  63  FR  34264. 
June  24, 1996:  07  FR  7568.  Feb.  20. 2002] 

§50.13  Disinfection  of  premises,  con- 
veyaBioesy  «»<4  materials* 

All  premises,  Including  all  struc- 
tures, holding  facilities,  conveyances, 
or  materials  which  are  determined  by 
the  appropriate  Veterinarian  in  Charge 
to  constitute  a  health  hazard  to  hu- 
mans or  animals  because  of  tuber- 
culosis shall  be  properly  cleaned  and 
disinfected,  in  accordance  with  proce- 
dures approved  by  the  Department, 
within  15  days  after  the  removal  of  tu- 
berculosis infected  or  ein^kosed  livestock 
except  that  the  Veterinarian  in  Charge, 
for  reasons  satisfactory  to  him,  may 
extend  the  time  limit  for  disinfection 
to  30  days  when  request  for  such  exten- 
sion  is  received  by  him  prior  to  the  ex- 
piration date  of  the  original  15-day  pe- 
riod allowed. 

[40  FK  27009.  June  26.  1975.  a.-5  amended  at  52 
FR  39614,  Oct.  23,  1987;  60  FR  37800,  July  24, 
1905:  67  FR  7502.  Feb.  20.  2002] 

§50.14  Claims  not  aUoirod. 

Claims  for  compensation  for  live- 
stock de.stroyed  because  of  tuberculOSlS 
will  not  be  allowed  in  any  of  the  fol- 
lowing cases: 

(a)  The  claimant  has  failed  to  comply 
with  any  of  the  requirements  of  this 
part: 

(bi  All  cattle,  bison,  and  captive 
cervids  12  months  of  age  or  over  in  the 
claimant's  herd  have  not  been  tested 
for  tuberculosis  under  APHIS  or  State 
supervision:  Provided^  however,  that 
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cattle,  bison,  and  captive  cervids  de- 
stroyed becaui>e  of  tuberculosis  are  ex- 
empt from  this  testing  requirement  if 
the  cattle,  bison*  and  captive  oervlds 
are  subjected  to  a  postmortem  exam- 
ination for  tuberculosis  by  a  Federal  or 
State  yeterinarlaa. 

(c)  There  is  substantial  evidence  that 
the  owner  of  the  animals  or  the  a^ent 
of  the  owner  has  in  any  way  been  re- 
sponsible for  any  attempt  to  obtain  in- 
demnity ftmds  for  the  anlmalB  unlaw- 
fully or  improperly. 

(d)  At  the  time  the  cattle,  bison,  or 
captive  cervids  in  the  claimant's  herd 
were  tested  for  tuberculosis,  the  cattle, 
bison,  captive  cervids.  or  other  live- 
stock in  the  herd  belonged  to  or  were 
on  the  premises  of  any  x>erson  to  whom 
they  had  been  sold,  shipped,  or  deliv- 
ered for  slaut^^hter  unless  or  until  all  of 
the  cattle,  bison,  captive  cervids,  and 
Other  livestock  remaining  on  the  prem- 
ises or  in  the  herd  fTom  which  the  test- 
ed cattle,  bi.son.  or  captive  cervids 
originated  are  tested  or  otherwise  ex- 
amined for  tuberculosis  in  a  manner 
satisfactory  to  the  Administrator  or 
his  or  her  designated  representative. 

(e)  If  the  cattle,  bison,  or  captive 
cervids  were  added  to  a  herd  while  the 
herd  was  quarantined  for  tuberculosis, 
unless  an  approved  herd  plan  was  in  ef- 
fect at  the  time  the  claim  was  filed.  As 
part  of  the  approved  herd  plan,  cattle, 
bison,  or  captive  cervids  added  to  a 
herd  quarantined  for  tuberculosis 
must: 

(1)  Be  from  an  accredited  herd,  as  de- 
fined in  §77.1  of  this  chapter;  or 

(2)  (i)  Be  from  a  herd  that  tested  nesra- 
tive  to  an  official  tuberculin  test,  as 
defined  in  §  77.1  of  this  chapter,  during 
the  60  days  before  the  cattle,  bison,  or 
captive  cervids  were  added  to  the 
claimant  s  herd;  and 

(ii)  Have  been  found  negative  to  an 
official  tuberculin  test,  as  defined  in 
§77.1  of  this  chapter,  during-  the  60  days 
before  the  cattle,  bison,  or  captive 
cervids  were  added  to  the  claimant's 
herd. 

(f)  For  exposed  cattle,  bison,  or  cap- 
tive cervids  destroyed  during  herd  de- 
population, if  a  designated  tuberculosis 
epidemiologist  has  determined  that 
other  livestock  in  the  herd  have  been 
exposed  to  tuberculosis  by  reason  of  as- 
sociation with  tuberculous  livestock. 


and  those  other  livestock  determined 
to  have  been  exposed  to  tuberculosis 
have  not  been  destroyed. 

(fir)  For  livestock  otlier  than  cattle, 
bison,  and  captive  cervids  that  are  de- 
stroyed because  of  association  with 
herds  of  affected  cattle,  bison,  or  cap- 
tive cervids: 

(1)  If  the  livestock  did  not  reside 
among  the  herd  for  a  period  of  4 
months  or  more; 

(2)  If  the  livestock  have  not  received 
a  postmortem  examination  for  tuber- 
culosis; or 

(3)  If  the  livestock  were  added  to  a 
herd  that  was  under  quarantine  for  tu- 
berculosis at  the  time  the  livestock 
were  added  to  the  herd,  unless  an  ap- 
proved herd  plan  was  in  effect  at  that 
time. 

167  FR  7592,  Feb.  20.  2002J 
§§6015-50.16  [Rceervedl 

Subpart  B— Dairy  Cattle  and  Fa- 
cilities in  the  El  Paso,  Texas, 
Region 

Soubor:  67  FR  48761,  July  38,  2008.  onlees 
otherwise  noted. 

§60.17  Paarment. 

(a)  Eligibility  for  payment.  Owners  of 
dairy  operations,  includlnfir  owners  of 

dairy  cattle  and  other  property  used  in 
connection  with  a  dairy  business  or 
fluid  milk  processing  plant,  are  eligible 
to  receive  payment  from  the  Depart- 
ment under  this  subpart  in  connection 
with  a  buffer  zone  depopulation  pro- 
gram due  to  tuberculosis,  provided  the 
owners  meet  all  applicable  require^ 
ments  of  this  subpart  and  the  dairy 
cattle  herd  is  within  the  area  cir- 
cumscribed by  the  following  bound- 
aries: Beginning  at  the  point  where  the 
Hudspeth-El  Paso  County  line  inter- 
sects U.S.  Highway  62;  then  west  along 
U.S.  Highway  62  to  the  El  Paso  Toll 
Bridge;  then  southeast  along  the  Rio 
Grande  River  to  the  Fort  Hancfx  k-El 
Porvenir  Bridge;  then  northeast  along 
spur  148  to  Interstate  10;  then  nortli- 
wcst  alonpr  Interstate  10  to  the 
Hudspeth-El  Paso  County  line:  then 
north  along  the  Hudspeth-El  Paso 
County  line  to  the  point  of  beginning. 
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(b)  To  be  eligible  for  payment,  each 
of  the  owners  of  dairy  cattle  and  other 
property  within  the  area  described  in 
paragraph  (a)  of  this  section  must  sign 
and  adhere  to  an  agreement  with 
APHIS  to  do  the  following: 

(1)  Cease  all  dairy  cattle  operations 
within  the  described  area  and  dispose 
of  all  sexually  Intact  cattle  on  the 
dairy  operation  premises  no  later  than 
2  years  after  all  eligible  owners  have 
signed  theii'  respective  agreements; 

(2)  Conduct  no  dairy  fanning  or  other 
dairy  activity,  including  the  rearing  of 
breeding-  cattle,  but  not  including:  the 
grazing  or  feeding  of  steers  and  spayed 
heifers  intended  for  terminal  market, 
within  the  area  described  in  paragraph 
(a)  of  this  section  until  the  described 
area  and  the  adjoining  area  of  Mexico 
have  been  declared  tree  of  bovine  tu- 
berculosis, as  determined 
epidemiologically  by  APHIS,  but  in 
any  event  for  a  period  of  not  less  than 
20  years  after  aU  eligible  owners  have 
signed  their  respective  agreements. 

(3)  Allow  a  covenant  to  be  placed  on 
their  properties  where  dairy  operations 
have  been  conducted  that  will  prevent 
the  establishment  of  any  breeding  cat- 
tle operations  (not  including  the  grraz- 
ing  or  feeding  of  steers  and  spayed  heif- 
ers intended  for  terminal  market)  on 
the  premises  until  the  described  area 
and  the  adjoining  area  of  Mexico  have 
been  declared  free  of  bovine  tuber- 
culosis, as  determined 
epidemiologically  by  APHIS,  but  in 
any  event  for  a  period  of  not  less  than 
20  years  after  all  eligible  owners  have 
signed  their  respective  agreements. 

(4)  Maintain  responsibility  for  all 
cattle  on  the  premises  used  in  the 
dairy  operation  until  those  animals  are 
removed  from  the  premises; 

(5)  Make  all  arrangements  for  the  re- 
moval  of  sexually  intact  cattle  trom 
the  premises: 

(6)  Notify  APHIS  officials  of  the  in- 
tended removal  of  all  seznidly  intact 
cattle  from  the  premises  and  provide 
APHIS  officials  with  the  opportunity 
to  monitor  and  evaluate  the  removal 
operations;  and 

(7)  Such  other  terms,  provisions,  and 
conditions  as  agreed  by  each  owner  and 
APHIS. 

(c)  Amount  of  payment  for  catUe  and 
other  property.  Upon  approval  of  a 


claim  submitted  in  accordance  with 
§50.20  of  this  subpart,  owners  eligible 
for  payments  under  paragraph  (a)  of 
this  section  will  receive  payments  for 
cattle  and  other  property,  the  amount 
of  which  is  determined  by  the  following 
rates: 

(1)  For  milking  cows,  an  amount  not 
to  exceed  $2,922  per  animal;  and 

(2)  For  heifers,  an  amount  not  to  ex- 
ceed $834  per  animal, 

(d)  Any  dairy  cattle  added  to  a  prem- 
ises after  the  date  an  owner  has  signed 

the  agreement  required  under  para- 
graph (bi  of  this  section  will  not  be  in- 
cluded in  the  rate  calculation  in  para- 
graph (c)  of  this  section  and  must  be 
disposed  of  within  2  years  after  all  eli- 
gible owners  have  Signed  their  respec- 
tive agreements. 

(e)  Amount  of  payment  for  certain  other 
prnpprty.  In  addition  to  the  amounts 
paid  under  joaragraph  (c)  of  this  sec- 
tion, amounts  will  be  paid  as  follows: 

(1)  For  expenses  in  relocating  equip- 
ment of  a  reverse  osmosis  plant  in  B«l 
Paso  County.  TX.  an  amount  equal  to 
the  costs  of  relocating  the  plant's 
equipment,  not  to  exceed  $875,000. 

(2)  In  conjunction  with  the  perma- 
nent closure  of  a  fluid  milk  processing 
plant  in  El  Paso  County,  TX,  an 
amount  not  to  exceed  $850,000,  with 
payment  to  be  made  in  the  same  man- 
ner and  at  the  same  times,  on  a  pro 
rata  basis,  as  payments  are  made  to 
such  owners  for  their  dairy  cattle  and 
other  property. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0193) 

§50.18  Identifieatiim  and  dUsposal  of 

cattle. 

(a)  All  dairy  cattle  disposed  of  under 
this  subpart  must  travel  from  the 
premises  of  origin  to  their  final  des- 
tination with  an  approved  metal 
eartag,  supplied  by  APHIS  or  tht^  State 
representative,  bearing  a  serial  number 
and  attached  to  each  animal's  left  ear. 

(b)  Dairy  cattle  disposed  of  under 
this  subpart  must  be  shipped  under  per- 
mit either: 

(1)  Directly  to  slaughter  at  a  Federal 
or  State  inspedted  slaughtering  estab- 
lishment: or 

(2)  Under  permit  directly  to  a  live- 
stock market  and,  under  the  super- 
vision of  an  APHIS  representative  or 
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state  representative,  through  a  live- 
stock market  pen  that  is  dedicated  to 
and  marked  exclusively  for  use  for  ani- 
mals moved  to  slaughter,  and  then  di- 
rectly to  slaughter  at  a  Federal  or 
State  inspected  slaughtering  establish- 
ment. 

(Approved  by  the  Office  of  Managrement  and 
Biultrot  under  control  number  0579-0193) 

§  60.19  Report  of  salvage  proceeds. 

A  report  of  the  salvage  derived  from 
the  sale  of  each  animal  for  which  a 
claim  for  payment  is  made  under  this 
subpart  must  be  made  on  a  salvage 
form  acceptable  to  APHIS  that  must  be 
signed  by  the  purchaser  or  by  the  sell- 
ing agent  handling  the  animals.  If  the 
cattle  are  sold  by  the  pound,  the  sal- 
vage form  must  show  the  weight,  price 
per  pound,  irross  receipts,  expenses  if 
any,  and  net  proceeds.  Tf  the  cattle  are 
not  sold  on  a  per-pound  basis,  the  net 
purchase  price  of  each  animal  must  be 
stated  on  the  salvage  form  and  an  ex- 
planation  showing  how  the  amount  was 
arrived  at  must  be  submitted.  In  the 
event  the  animals  are  not  disposed  of 
through  regular  slaughterers  or 
through  selling  agents,  the  owner  must 
furnish,  in  lieu  of  the  salvage  form,  an 
affidavit  showing  the  amount  of  sal- 
vage obtained  by  him  or  her  and  must 
certify  that  such  amount  is  all  he  or 
she  has  received  or  will  receive  as  sal- 
vage for  the  animals.  The  original  of 
the  salvage  form  or  the  affidavit  of  the 
owner  must  be  ftumished  to  the  veteri- 
narian in  charge  within  3  months  of  de- 
struction of  the  animals,  if  such  docu- 
ment is  not  already  in  his  or  her  pos- 
session. Disposal  of  cattle  by  burial,  in- 
cineration, or  other  means  must  be  su- 
pervised by  an  APHIS  or  State  rep- 
resentative, who  will  prepare  and 
transmit  to  the  veterinarian  in  charge 
a  report  identifying  the  animals  and 
Showing  their  disposition,  or  be  docu- 
mented by  an  affidavit  of  the  owner 
that  identifies  the  animals  and  de- 
scribes their  disposition.  The  owner 
must  iH*ovide  a  copy  of  the  affidavit  to 
the  veterinarian  in  charge  within  3 
months  of  destruction  of  the  animals. 
The  salvage  form,  disposal  certificate, 
or  affidavit  will  be  for  information  pur- 
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poses  only  and  will  have  no  effect  on 
the  amount  of  any  payment  due. 

(Approved  by  the  Office  of  Management  and 
Budiret  tinder  control  number  0S79-0198) 

§  50.20    Claims  for  payment. 

Claims  for  payment,  other  than  for 
reimbursement  of  relocation  expenses 
of  the  reverse  osmosis  dairy  plant, 
must  be  presented  on  payment  claim 
forms  furnished  by  APHIS.^  On  the 
claim  form,  the  owner  must  certify 
that  the  animals  or  other  property  are, 
or  are  not,  subject  to  any  mortgage.  If 
the  owner  states  that  there  is  a  mort- 
gage, the  claim  form  must  be  signed  by 
the  owner  and  by  each  person  holding  a 
mortgage  on  the  cattle  or  other  prop- 
erty, who  must  agree  that  the  person 
specified  on  the  claim  form  may  re- 
ceive any  pasrment  due.  The  APHIS 
veterinarian  in  charge  or  the  official 
designated  by  him  or  her  will  record  on 
the  claim  form  the  amount  of  payment 
that  appears  to  be  due  to  the  owner, 
and  the  owner  will  be  furnished  a  copy 
of  the  APHIS  payment  claim  form.  The 
veterinarian  in  charge  or  official  des- 
ignated by  him  or  her  will  then  forward 
the  APHI.S  payment  claim  form  to  the 
appropriate  APHIS  official  for  further 
action  on  the  claim.  The  Department 
will  not  pay  any  costs  arising  fk'om  the 
holding  of  the  cattle  pending  slaughter, 
or  for  trucking  and  other  transpor- 
tation costs,  yardage,  oommlaslon, 
slaughtering  charges,  or  for  any  other 
costs  related  to  having  the  cattle 
slaughtered.  The  owner  of  the  reverse 
osmosis  plant  must  submit  copies  of 
the  relevant  documentation  for  reloca- 
tion of  equipment  to  the  veterinaiiaii 
in  charge. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0198) 

§  50.21    Schedule  of  pasrments. 

(a)  The  Department  will  make  pay- 
ment, other  than  for  reimbursement  of 

relocation  expenses  of  the  equipment 
of  the  reverse  osmosis  plant,  at  80-day 


'Claim  foini.s  may  obtained  from  the  vet- 
ei  iniu  ian  in  charge.  The  location  of  the  vet- 
erinarian in  charvr  may  be  obtained  by  writ- 
ing to  National  Auinud  Health  i'rogram  VS. 
APHIS.  4700  River  Road  Unit  43.  Riverdale. 
MD  20737.  or  by  referring  to  the  local  tele- 
phone book. 
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intervals.  The  first  pasrment  will  be 

made  no  earlier  than  30  days  after  all 
owners  eligible  for  payment  have 
sigrned  their  a^eements  required  under 
150.17(b).  The  Deparlanent  will  deter- 
mine the  amount  to  be  paid  to  each 
owner  in  each  payment  by  multiplying 
the  total  agreement  amount  for  that 
owner  by  a  fraction  that  is  arrived  at 
by  dividing-  the  initial  census  number 
of  dairy  cattle  for  the  respective  owner 
into  the  number  of  dairy  cattle  that 
have  been  removed  from  the  owner's 
herd  during  that  payment  period.  From 
this  amount,  10  percent  will  be  with- 
held until  all  animals  in  the  herd  have 
been  disposed  of  and  the  requirements 
of  this  subpart  have  been  met.  The  pay- 
ments to  other  property  owners  will  be 
determined  by  multiplying  the  total 
agreement  amount  for  that  other  prop- 
erty times  the  same  ratio  as  for  the 
herd  related  to  that  other  property, 
minus  10  percent.  The  Department  will 
make  pasrment  for  reimbursement  of 
relocation  expenses  of  the  reverse  os- 
mosis plant  within  30  days  after  the  re- 
location of  the  plant  is  completed  and 
the  owner  of  the  plant  has  submitted 
to  APHIS  all  documentation  of  the 
costs  of  the  relocation. 

(b)  The  Department  will  not  make 
final  pasrments  imtil  the  premises  nsed 
for  dairy  operations  have  been  without 
sexually  intact  cattle  for  at  least  30 
days  and  until  APHIS  has  inspected 
the  premises  and  has  fouid  them  to  be 
fkee  of  manure,  ezoept  for  non-solid 
areas  such  as  lagoons,  and  free  of  all 
feedstuffis  that  are  not  in  barns,  con- 
tainers or  feeders. 

§60.22    Claims  not  allowed. 

The  Department  will  not  allow 
claims  for  pa,ymeiLt  if  the  claimant  has 
flailed  to  comply  with  any  of  the  re- 
quirements of  this  subpart,  or  there  is 
substantial  evidence,  as  determined  by 
the  Administrator,  that  the  claimant 
has  been  responsible  for  any  attempt  to 
obtain  payment  funds  for  such  cattle 
or  other  dairy  property  unlawfully  or 
improperly. 

PART  51— ANIMAI^  DESTROYED 
BECAUSE  OF  BRUCELLOSIS 

Sac. 

51.1  Definltlona. 


51.2  Cooperation  with  States. 

51.3  Payment  to  owners  for  i^nimiLiw  de- 
stroyed. 

51.4  Record  of  tests. 

51.5  Identification  of  animals  to  be  de- 
stroyed because  of  brucellosis. 

.^1.6   Destruction  of  animals;  time  limit  for 
destruction  of  animals. 

51.7  Claims  for  indemnity. 

51.8  Disinfection  of  premiseB,  oonveyances. 
and  materials. 

51.9  Claims  not  allowed. 

61.10  Part  63  of  this  chapter  not  applicable. 

Al'THORm-:  21  U.S.C.  Ill  11-1.  Ilia.  Ilia  1. 
120,  121.  125.  and  134b;  7  CFK  2.22.  2.80.  and 
371.4. 

§51.1  Definitions. 

For  the  purposes  of  this  part,  the  fol- 
lowing terms  shall  be  construed,  re- 
spectively, to  mean: 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
In  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1,  2.  3,  and  11  of 
subchapter  A,  and  subchapters  B,  C, 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
state-federal  disease  control  and  eradi- 
cation programs. 

Administrator.  The  Administrator, 
Animal  and  PUmt  &alth  Inspection 
Ser\ice.  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Hecdth  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

Animats.  Cattle,  bison,  and  breeding 

swine. 

APHIS  representative.  An  individual 
employed  by  APHIS  who  Is  authorized 
to  perform  the  function  involved. 

Appraisal.  An  estimate  of  the  fair 
market  value  of  an  animal  to  be  de- 
stroyed because  of  brucellMiB.  The  es- 
timate shall  be  based  upon  the  meat, 
dairy,  or  breeding  value  of  the  animal. 

Brucellosis  exposed  animal.  Except  for 
a  brucellosis  reactor  animal,  any  ani- 
mal that:  (1)  Is  part  of  or  has  been  in 
contact  with  a  herd  known  to  be  af- 
fected; or  (2)  has  been  in  contact  with 
a  bracelloeis  reactor  animal  for  a  pe- 
riod of  24  hours  or  longer;  or  (3)  has 
been  in  contact  with  a  brucellosis  reac- 
tor animal  which  has  aborted,  calved 
or  farrowed  within  the  past  80  days,  or 
has  a  vaginal  or  uterine  discharge. 
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Brucellosis  reactor  animal.  Any  animal 
classified  as  a  brucellosis  reactor  as 
provided  in  the  definition  of  olllcial 
test  in  §78.1  of  this  chapter. 

Claimant.  A  person  who  files  a  claim 
for  indemnity  under  §51.7  for  animals 
destroyed  under  this  part. 

Complete  herd  test.  An  official  test  for 
brucello.si.s  (as  defined  in  9  CFR  78.1) 
performed  under  APHIS  supervision  in 
a  cattle  or  bison  herd  on  all  cattle  or 
bison  that  are  (1)  6  months  of  age  or 
more  and  not  official  vaccinates,  ex- 
cept steers  and  spayed  heifers;  or  (2) 
Official  calfhood  vaccinates  of  any  age 
that  are  parturient  or  postparturient; 
or  (3)  Official  caliliood  vaccinates  of 
beef  breeds  or  bison  with  the  first  pair 
of  permanent  incisors  Ailly  erupted  (2 
years  of  age  or  more);  or  (4)  Official 
calfhood  vaccinates  of  dairy  breeds 
with  partial  eruption  of  the  first  pair 
of  permanent  incisors  (20  months  of  age 
or  more). 

Condemn.  The  determination  made  by 
an  APHIS  representative,  State  rep- 
resentative, or  accredited  veterinarian 
that  animals  feu  which  indemnity  is 
sought  under  this  Part  shall  be  de- 
stroyed. 

Dairy  cattle.  A  female  bovine  of  a  rec- 
ognized dairy  breed  over  20  months  of 
age,  which  has  calved  or  Is  within  90 
days  of  parturition  and  which  is  a 
member  of  a  dairy  herd  used  to  produce 
milk  for  commercial  use. 

Destroyed .  Condemned  under  State 
authority  and  slaughtered  or  otherwise 
dies. 

Herd.  Any  urroup  of  animals  of  the 
same  species  maintained  on  common 
ground  for  any  purpose,  or  two  or  more 
groups  of  animals  (of  the  same  species) 
under  common  ownership  or  super- 
vision, geographically  separated  but 
which  have  an  interchange  or  move- 
ment of  animals  without  regard  to 
health  status. 

Herd  Depopulatiun.  Removal  by 
slaughter  or  other  means  of  destruc- 
tion of  all  cattle,  bison,  or  swine  In  a 
herd  or  from  a  specific  premises  or 
under  common  ownership  prior  to  re- 
stocking such  premises  with  new  ani- 
mals, except  that  steers  and  spayed 
heifers  or  barrows  and  gilts  maintained 
for  feeding  purposes  may  be  retained 
on  the  premises  if  the  Veterinarian  in 
Charge  finds  such  retention  to  be  com- 


patible with  eradication  efforts.  The 
Veterinarian  in  Charge  may  also  per- 
mit removal  of  nonpregnant  heifers, 

without  payment  of  indemnity,  to 
Quarantined  Feedlots  in  lieu  of  imme- 
diate slaughter. 

Herd  knoum  to  be  affected.  Any  herd  in 
which  any  animal  has  been  classified  as 
a  brucellosis  reactor  and  which  has  not 
been  released  from  quarantine. 

Inbred  or  hybrid  swine.  Any  breeding 
swine  which  are  the  progeny  of  two  or 
more  breeds  of  registered  swine  and 
which  are  maintained  to  produce  in- 
bred or  hybrid  swine,  and  for  which 
records  of  ancestry  exist  through 
which  such  swine  can  be  individually 
identified  as  progeny  of  said  registered 
swine. 

Mortgage.  Any  mortgage,  lien,  or 
other  security  or  interest  that  is  ic- 
corded  under  State  law  or  identified  in 
the  indemnity  claim  form  filed  under 
§51.7  and  held  by  any  person  other  than 
the  one  claiming  indemnity. 

Official  seal.  A  serially  numbered 
metal  strip  consisting  of  a  self-locking 
device  on  one  end  and  a  slot  on  the 
other  end.  which  forms  a  loop  when  the 
ends  are  engaged,  which  cannot  be  re- 
used if  opened,  and  is  applied  by  a  rep- 
resentative of  the  Veterinarian  in 
Charge  or  the  State  animal  health  offi- 
cial. 

Oumer.  Any  person  who  has  a  legal  or 

rightful  title  to  animals  v.'hether  or  not 
they  are  subject  to  a  mortgage. 

Permit.  An  official  document  for 
movement  of  animals  under  this  Part 
issued  by  an  APHIS  representative, 
state  representative,  or  accredited  vet- 
erinarian listing  the  disease  status  and 
identification  of  the  animal,  where 
consigned,  cleaning  and  disinfecting  re- 
quirements, and  proof  of  slaughter  cer- 
tification. 

Perton.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  or  joint  stock  company, 
or  other  legal  entity. 

Recognized  slaughtering  esUibliehment. 
Any  slaughtering  establishment  oper- 
ating under  the  Meat  Inspection  Act 
(21  U.S.C.  601-695)  or  a  State  meat  in- 
spection act.^ 


'  A  list  of  recognized  slaughtering  estab- 
lishments is  available  upon  I'equest  from  tiie 
Anlnutl  and  Plant  Health  biqwotion  Servioe, 
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Registered  breed  aaaodaHon.  An  asso- 
ciation formed  and  perpetuatprl  for  the 
maintenance  of  records  of  pure  breeding 
of  animal  speoies  for  a  specific  breed 
whose  characteristics  are  set  forth  in 
Constitutions.  By-Laws,  and  other 
rules  of  the  association.  The  records 
maintained  by  such  an  association 
shall  include  an  Official  Herd  Book  or 
other  recordkeeping  format  and  Cer- 
tificates of  Reeistiatlon  or  Recorda- 
tion which  identily  an  animal  as  a  reg- 
istered animal  of  that  registered  breed 
association  Known  registered  breed  as- 
sociations are:  American  Angus  Asso- 
ciation, American  Beefalo  Association, 
Ihc,  The  American  Black  Malne-Anjon 
Association,  American  Blonde 
d'Aquitaine  Association.  American 
Brahman  Breeders  Association,  Amer- 
ican Brahmental  Association,  Amer- 
ican Breed  Association,  Inc.,  American 
Chianina  Association,  American  Dexter 
Cattle  Association,  American  Galloway 
Breeders  Association,  American 
Gelbvieh  Association,  American  Guern- 
sey Cattle  Club,  American  Hereford  As- 
sociation, American  International 
Charolais  Association,  American 
(Intemational  Marchigiana  Society, 
American  Jersey  Cattle  Club.  Amer- 
ican Maine-Anjou  Association,  Amer- 
ican Milking  Shorthorn  Society.  Amer- 
ican Murray  Grey  Association,  Amer- 
ican Normande  Association,  American 
Pinzganer  Association,  American 
Polled  Hereford  Association,  American 
Red  Brangrus  Association,  American 
Red  Poll  Association.  American  Salers 
Association,  American  Scotch  High- 
land Breeders  Association,  American 
Shorthorn  Association.  American 
Simmental  Association,  Inc..  American 
Tarentaise  Asssociation,  Ankina 
Breeders,  Inc.,  Ayrshire  Breeders  Asso- 
ciation, Barzona  Breed  Association  of 
America,  Beefmaster  Breeders  Uni- 
versal, Belted  Galloway  Society. 
Brahmanstein  Breeders  Association, 
Brown  Swiss  Beef  Intemational.  Inc., 
Brown  Swiss  Cattle  Breeders  Associa- 
tion of  U.S.A.,  Char-Swiss  Breeders  As- 
sociation, Devon  Cattle  Association, 
Inc.,  Dutch  Belted  Cattle  Association 
of  America,  Inc.,  Foundation 
Beefmaster  Association,  Galloway  Cat- 
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tie  Society  of  America,  Inc..  Galloway 

Perfoi-mance  International,  Holsteln- 
Friesian  A.ssociation  of  America.  Inter- 
national Braford  Association.  Inter- 
national Brangns  Breeders  Association, 
Inc.,  International  Malne-Anjou  Asso- 
ciation. Marky  Cattle  Association,  Mid 
America  RX^  Cattle  Company.  Na- 
tional Beefmaster  Association,  North 
American  Limousin  Foundation,  Pan 
American  Zebu  Association.  Red  and 
White  Dairy  Cattle  Association.  Red 
Angus  Association  of  America.  Red 
Poll  Beef  Breeders  International,  Red 
Poll  Cattle  Club  of  America,  Santa 
Gertrudis  Breeders  International, 
Simbrah  Association,  South  Devon 
Breed  Society,  Sussex  Cattle  Associa- 
tion of  America,  Texas  Longhorn 
Breeders  Association  of  America,  and 
mite   Park  Cattle  Association  of 

America. 

Registered  cattle.  Cattle  lor  which  in- 
divldnal  records  of  ancestry  are  re- 
corded and  maintained  by  a  breed  asso- 

dation  whose  purpose  is  the  improve- 
ment of  the  bovine  species,  and  for 
which  individual  registration  certifi- 
cates are  Issued  and  recorded  by  such 
breed  association. 

Registered  sivine.  Any  breeding  swine 
for  which  a  certificate  of  pure  breeding 
has  been  issued  by  a  purebred  swine  as- 
sociation. 

Sexually  intact  exposed  femaXe  calf.  A 
female  bovine  less  than  6  months  of  afi^ 
that  is  nursed  by  a  brucellosis  reactor 
at  the  time  such  reactor  is  condenmed, 
and  that  has  not  been  altered  to  make 
It  incapable  of  reproduction. 

SpecificaUy  approved  stockyard.  Prem- 
ises approved  by  the  Administrator,  in 
accordance  with  §71.20  of  this  chapter, 
for  assembling  cattle  or  bison  for  sale.' 

State.  Any  State,  the  District  of  Co- 
lumbia. Puerto  Rico,  the  Virgin  Islands 
of  the  United  States,  Guam,  the  North- 
em  Mariana  Islands,  or  any  other  terri- 
tory or  possession  of  the  United  States. 


^Notices  containing  lists  of  specifically  ap- 
proved 8took3rardB  are  published  in  the  Fed- 
eral Register.  Lists  of  specifically  ap- 
proved stockyards  also  may  be  obtained  from 
tbB  State  animal  health  ollioial.  State  rep- 
resentatives, w  AFHIB  representatives. 
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state  animal  health  official.  The  indi- 
vidual employed  by  a  State  who  is  re- 
sponsible for  livestock  aad  poultry  dis- 
ease  control  and  eradication  programs 
in  that  State. 

State  representative.  An  individual  em- 
ployed in  animal  health  activities  by  a 
State  or  a  political  subdivision  thereof, 
and  who  is  authorized  by  such  State  or 
political  subdivision  to  perform  the 
lunction  involved  under  a  cooperative 
agreement  with  the  United  States  De* 
partment  of  Agriculture. 

Unofficial  vaccinate.  Any  cattle  or 
bison  which  have  been  vaccinated  for 
brucellosis  other  than  in  accordance 
with  the  provisions  for  official  vac- 
cinates set  forth  in  $78.1  of  this  chap- 
ter. 

Veterinarian  in  Charqc.  The  veteri- 
nary official  of  the  Animal  and  Plant 
Health  Inspection  Service.  United 
States  Department  of  Agriculture,  who 
i.s  assisrned  by  the  Administrator  to  su- 
pervise and  perioim  offical  animal 
health  work  of  the  Animal  and  Plant 
Health  Inspection  Service,  in  the  State 
concerned. 

[42  PR        Dee.  33. 1977] 
Bditorial  Ngtb:  For  Federal  Rboister  d- 

tatlon.s  affoctint,'  §51.1.  sec  the  List  of  CFR 
Sections  Affected,  which  appeaurs  in  the 
Finding  Aids  eection  of  the  printed  volume 
and  on  OPO  AcoeBS. 

§  61u2   Cooperation  with  States. 

The  Administrator  has  been  dele- 
gated the  authority  to  cooperate  with 
the  proper  State  authorities  in  the 
eradication  of  brucellosis  and  to  pay 
indemnities  for  the  destruction  of  bru- 
cellosis-reactor animals  or  bruceUosis- 
exposed  animals. 

[42  FR  64836,  Dec.  23,  1977.  as  amended  at  54 
FR  33435.  Aug.  8, 1989] 

S51^  Pigment  to  owners  for  animals 
deslruyed* 

(a)  Cattte  and  bison.  The  Admini»- 

trator  may  authorize  the  payment  of 
Federal  indemnity  by  the  U.S.  Depart- 
ment of  Agriculture  to  any  owner 
whose  cattle  or  bison  are  destroyed 
after  having  been  approved  for  destruc- 
tion by  APHIS  under  the  brucellosis 


eradication  program.^  In  all  cases,  the 
amount  of  Federal  indemnity  will  be 
determined  in  accordance  with  the  reg- 
ulations in  this  part  that  were  in  effect 
on  the  date  that  reactors  were  found  or 
the  date  tiiat  whole-herd  depopulation 
or  destruction  of  individual  animals 
was  approved.  Prior  to  payment  of  in- 
demnity, proof  of  destruction^  must  be 
furnished  to  the  Veterinarian  in 
Charge. 

(1)  EUqibility  for  indemnity.  Owners  of 
the  following  types  of  animals  de- 
stroyed because  of  brucellosis  are  eligi- 
ble to  receive  Federal  indenmity  for 
their  animals: 

(i)  Cattle  and  bison  identified  as  re- 
actors as  a  result  of  a  complete  herd 
test  and  any  sexually  intact  exposed  fe- 
male calves; 

(ii)  Cattle  and  bison  in  a  herd  that 
has  been  approved  for  depopulation; 
and 

(iii)  Brucellosis-exposed  cattle  and 
brucellosis-exposed  bison  that  were 
previously  sold  or  traded  from  any  herd 
that  was.  subsequent  to  the  sale  or 
trade,  found  to  be  affected  with  brucel- 
losis. Epidemiological  information 
such  as  test  results,  herd  history,  and 
related  evidence  will  be  uaed  to  estab- 
lish a  probable  date  when  the  herd  was 
first  affected  with  brucellosis.  Animals 


"The  Administrator  Shall  authorise  pay- 
ment of  Federal  indemnity  by  the  U.S.  De- 
partment of  Agriculture  at  the  maximum 
per-head  rates  in  f  51.3:  (a)  As  long  as  suttl- 

dent  funds  appropriated  by  Congress  appear 
to  be  available  for  this  purpose  for  the  re- 
mainder of  the  fiscal  year:  (b)  in  States  or 
areas  not  undrr  Federal  quarantine:  (c)  in 
States  requesting  payment  of  Federal  Indem- 
nitsn  and  (d)  in  States  not  requestinsr  a  lower 
rate. 

'*The  Veterinarian  in  Cliarge  shall  accept 
any  of  the  following  documents  as  proof  of 

destruction:  (a)  A  postmortem  report;  (b)  a 
meat  inspection  certification  of  slaughter: 
(0)  a  written  statement  by  a  State  represent- 
ative.  APHIS  representative,  or  accredited 
veterinarian  attesting  to  the  destruction  of 
the  animal:  (d)  a  written,  sworn  statement 
by  the  owner  or  caretaker  of  the  animal  at- 
testing to  the  destruction  of  the  animal;  (e) 
a  permit  (VS  Form  1-27)  consigning  the  ani- 
mal from  a  farm  or  livestock  market  di- 
rectly to  a  recognized  slaughtering  establish- 
ment; or  (D  in  unique  situatione  where  the 
documents  listed  above  are  not  available, 
other  similarly  reliable  forms  of  proof  of  de- 
stractlon. 
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sold  after  that  date  will  be  considered 
to  be  exposed;  those  sold  before  that 
date  will  not. 

(2)  Maximum  per^head  indemnity 
amounts.  Owners  of  the  types  of  ani- 
mals described  in  §51.3fa)(l)  are  eli^nble 
to  receive  Federal  indomnity  for  their 
animals  in  the  following  amounts; 

(I)  BruceUosis  reactors  and  sexually  in- 
tact exposed  female  calves.  Except  for 
brucellosis  reactors  and  sexually  intact 
exposed  female  calves  destroyed  as 
part  of  a  whole-herd  depopulation,  the 
Indemnity  for  cattle  and  bison  that  are 
brucellosis  reactors  shall  not  exceed 
1250  for  any  registered  cattle  and  non- 
registered  dairy  cattle  or  $50  for  any 
bison  or  nonregistered  cattle  other 
than  dairy  cattle,  and  the  indemnity 
for  sexually  intact  exposed  female 
calves  shall  not  exceed  $50. 

(II)  Herd  depopidattons  and  individual 
expnaed  animals.  Owners  of  herds  that 
have  been  approved  for  depopulation 
and  owners  of  brucellosis-exposed  cat- 
tle and  brucellosis-exposed  bison  that 
meet  the  conditions  of  §51.3  (a)(l)aii) 
may  choose  either  of  the  two  methods 
described  in  paragraphs  (a)(2)(ii)(A)  and 
(aX2Xii)(B)  of  this  section,  involving 
fair  mai'ket  value  of  \hp  animal  to  be 
de^^i roved  or  a  fixed  i.ite.  for  deter- 
mining the  maximum  amounts  of  in- 
demnity they  may  receive.*  The  meth- 
od chosen  must  be  used  for  all  animals 
to  be  destroyed.  Owneis  have  the  op- 
tion of  having  an  appraisal  done  prior 
to  choosing  the  method  need.  Apprais- 
als will  be  conducted  by  an  inde- 
pendent appraiser  selected  by  the  Ad- 
ministrator. The  cost  of  the  appraisals 
will  be  borne  by  APHIS. 

(A)  Appraisal  method.  Each  eligible 
animal  will  be  appraised  to  determine 
its  fair  market  value.  The  indemnity 
shall  be  the  appraised  value,  minus  the 
salvage  value. 

(B)  Fixed-rate  method.  The  indemnity 
shall  not  exceed  $250  per  animal  for 
bison  and  nonregistered  cattle  other 
than  dairy  cattle  and  $750  per  animal 
for  registered  cattle  and  nonregistered 
dairy  cattle. 

(b)  Swine— (1)  Brucellosis  reactor  swine. 
The  Administrator  may  authorize  '  the 
payment  of  Federal  indemnity  by  the 
United  States  Department  of  Agri- 


culture to  an  owner  whose  breeding 
swine  are  dest  royed  as  brucellosis  reac- 
tors. The  indemnity  shall  not  exceed 
$25  per  head  for  registered,  inbred,  or 
hybrid  swine,  or  110  per  head  for  all 
other  breeding  swine.  Prior  to  payment 
of  indemnity,  proof  of  destruction  ^ 
shall  be  furnished  to  the  Veterinarian 
in  Charge. 

(2)  Herd  depopulation.  The  Adminis- 
trator may  authorise ^  the  payment  of 
Federal  indemnity  by  the  United 
States  Department  of  Agriculture  to 
an  owner  whose  herd  of  breeding  swine 
or  whose  whole  herd  is  destroyed  be- 
cause of  brucellosis.  The  indemnity 
shall  not  exceed  $150  per  head  for  reg- 
istered, inbred,  or  hybrid  breeding 
swine,  and  $65  per  head  for  all  other 
breeding  swine,  except  that  in  the  case 
of  whole  herd  depopulation,  indemnity 
payments  shall  be  paid  on  all  swine  in 
the  herd  at  fair  market  value,  as  deter- 
mined by  the  Administrator,  based  on 
an  appraisal  conducted  by  an  inde- 
pendent appraiser  assigned  by  the  Ad- 
ministrator. In  cases  where  indemnity 
is  paid  for  whole  herd  depopulation,  in- 
demnity payments,  plus  any  salvage, 
must  not  exceed  the  appraised  value  of 
each  animal.  Indemnity  payment  shall 
be  made  only  for  brucellosis  exposed 
swine  or  for  swine  from  a  herd  known 
to  be  affected  and  only  when  the  Ad- 
ministrator determines  that  the  de- 
struction of  all  swine  in  the  herd  will 
contribute  to  the  Brucellosis  Elradi- 
catLon  Program.  Prior  to  pajrment  of 
Indemnity,  proof  of  destruction^  shall 
be  furnished  to  the  Veterinarian  in 
Charge. 

(3)  Exposed  swine.  The  Administrator 
may  authorize^  the  pasrment  of  Federal 
indemnity  by  the  United  States  De- 
partment of  Agriculture  to  an  owner 
whose  breeding  swine  are  destroyed  be- 
cause of  brucellosis.  The  indemnity 
shall  not  exceed  $150  per  head  for  reg- 
istered, inbred,  or  hybrid  swine,  or  $65 
per  head  for  all  other  breeding  swine. 
Indemnity  payment  shall  be  made  only 
for  such  brucellosis  exposed  swine  and 
only  when  the  Administrator  detOT- 
mines  that  the  destruction  of  such 
swine  will  contribute  to  the  Brucellosis 
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Eradication  Program.  Prior  to  pay- 
ment of  indemnity,  proof  of  destruc- 
tion^  shall  be  ftuniBhed  to  tlie  Veteri- 
narian In  Ohaige. 

(Approved  by  the  Office'  of  Management  and 
Budget  under  control  number  0579-0047) 

[42  FR  64336.  Dec.  23.  1977.  as  amended  at  45 
FR  43679,  June  27.  1860;  46  PR  13673.  Feb.  23. 
1981:  46  FR  57027.  NOV.  20.  1981:  47  FR  53328, 
Nov.  26.  1982;  48  FR  57472,  Dec.  30.  1983;  50  PR 
11993.  Mar.  27.  1985;  51  FR  11300.  Apr.  2.  1986; 
54  FR  324:i5.  Auk.  8.  1989;  56  FR  18505.  18506. 
Apr.  23.  1991;  57  FR  49376,  Nov.  2,  1992;  57  FR 
60086.  Dec.  18,  1992;  59  PR  12533.  Mar.  17.  1994. 
59  FR  216:35,  Apr.  26.  1994;  59  FR  52235.  Oct.  17. 
1994:  63  FR  15284.  Mar.  31.  1998;  63  FR  47423. 
Sept.  8. 1998] 

SS1.4   Record  of  tests. 

The  claimant  ^^hall  be  responsible  for 
providing  iniormaUon  to  an  APHIS 
representative,  State  representative,  or 
accredited  veterinarian  so  that  a  com- 
plete test  record  may  be  made  by  .such 
person  on  an  APHIS  approved  form  lor 
each  lierd  known  to  be  affected,  include 
ing  the  reactor  tag'  number  of  each  bru- 
cellosis reactor  animal  and  the  reg- 
istration name  and  number  of  each 
hnicellosis  reactor  registered  animal. 
A  copy  of  the  applicable  test  record 
shall  be  given  to  the  owner  of  any  such 
herd,  and  one  copy  of  each  such  record 
(diall  be  Aimished  to  the  appropriate 
State  veterinarian's  office  by  such  per- 
son who  completes  the  test  record. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0047) 

[42  FR  64336.  Dec.  23,  1977,  as  amended  at  48 
FR  57472.  Dec.  30.  1983;  54  FR  32435,  Aug.  8, 
1989;  56  FR  18506.  Apr.  23. 1991] 

S51>5    Identification  of  animal.s  to  be 
destroyed  because  of  brucellosis. 

(a)  The  claimant  .shall  be  responsible 
for  insuimg  that  any  animal  for  which 
Indemnity  is  claimed  shall  be  identi- 
fied in  accordance  with  the  provisions 
of  this  section  within  15  days  after  hav- 
ing been  classified  as  a  reactor  or  for 
any  other  animal  subject  to  this  part 
within  15  days  after  havincr  been  con- 
demned. The  veterinarian  in  charge 
may  extend  the  time  limit  to  30  days 
when  a  request  for  such  extension  is  re- 
ceived  by  liim  prior  to  the  expiration 
date  of  the  original  15  day  period  al- 
lowed, and  when  he  determines  that 
the  extension  will  not  adversely  affect 


the  brucellosis  eradication  program; 
and  except  further,  that  the  Adminis- 
trator shall  upon  request  in  specific 
cases,  extend  the  time  limit  beyond  the 
30-day  period  when  unusual  or  unfore- 
seen circumstances  occur  which  pre- 
vent or  hinder  the  identification  of  the 
animals  within  the  30-day  period,  such 
as,  but  not  limited  to.  floods,  storms, 
or  other  Acts  of  God  which  are  beyond 
the  control  of  the  owner,  or  when  iden- 
tification is  delasred  due  to  require- 
ments of  another  Federal  Agency. 

(b)  Except  as  provided  in  paragraph 
(b)(4)  of  this  section,  cattle  and  bison 
to  be  destroyed  because  of  brucellosis 
shall  be  individually  identified  prior  to 
moving  interstate  by  attaching  to  the 
left  ear  a  metal  tag  bearing  a  serial 
number  and  the  inscription  "U.S.  Reac- 
tor," or  a  similar  State  reactor  tag, 
and  must  be: 

(1)  **B**  branded  (a«  defined  in  178.1): 
or 

(2)  Accompanied  directly  to  slaugh- 
ter by  an  APHIS  or  State  representa- 
tive; or 

(3)  Moved  in  vehicles  closed  with  offi- 
cial seals  applied  and  removed  by  an 
APHIS  representative.  State  represent- 
ative, accredited  veterinarian,  or  an  in- 
dividual authorized  for  this  purpose  by 
an  APHIS  representative.  The  official 
seal  numbers  must  be  recorded  on  the 
accompanying  permit. 

(4)  Reactor  and  exposed  cattle  and 
bison  in  herds  scheduled  for  herd  de- 
population may  be  moved  interstate 
without  eartagging  or  branding  if  they 
are  identified  by  USDA  approved 
baoktags  and  either  accompanied  di- 
rectly to  slaughter  by  an  APHIS  or 
State  representative  or  moved  directly 
to  slaughter  in  vehicles  closed  with  of- 
ficial seals.  Such  official  seals  must  be 
applied  and  removed  by  an  APHIS  rep- 
resentative, State  representative,  ac- 
credited veterinarian,  or  an  individual 
authorized  for  this  purpose  by  an 
APHIS  representative. 

(c)  Swine  shall  be  individually  identi- 
fied by  tagging  with  a  metal  tag  bear- 
ing a  serial  number  and  inscription 
"U.S.  Reactor''  or  a  similar  State  reac- 
tor tag  or  other  identification  approved 
by  the  Administrator,  upon  request  in 
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specific  cases,  attached  to  the  left  ear 
of  each  animal. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numtter  0579  0017) 

[42  FR  64336,  Dec.  23,  1977,  as  amended  at  47 
FR  58824.  Nov.  86,  1988;  48  PR  57472.  Dec.  80. 

1983:  50  FR  11993.  Mar.  27,  1985;  51  FR  32435. 
Aug.  8.  1989;  56  FR  18506.  Apr.  23,  1991;  60  FR 
48867.  Sept.  19, 19051 

§51.6  Destruction    of   animals;  time 
Uadt  flnr  dMtraetion  of  animaln. 

(a)  Cattle.  The  claimant  shall  be  re- 
sponsible for  en.suring  that  cattle  sub- 
ject to  this  part  shall  be  sold  under 
permit  to  a  recognized  slaughtering  es- 
tablishment or  to  a  specifically  ap- 
proved stockyard  for  sale  to  a  recog- 
nized slauffThtering  establishment. 

(b)  Bison.  The  claimant  shall  be  re- 
sponsible for  insuring  that  bison  sub- 
ject to  this  part  shall  be  sold  under 
permit  to  a  State  or  Federal  slaugh- 
tering establishment  approved  by  the 
Administrator  for  this  purpose  or  to  a 
stockyard  approved  by  the  Adminis- 
trator for  sale  to  such  a  slaughtering 
establishment.  Provided,  However,  That 
the  Administrator  may  approve  such 
other  bison  1  lUK'htering  establish- 
ments as  may  be  deemod  necessary  to 
accomplish  destruction  of  bison  subject 
to  this  part. 

(c)  Swine.  The  claimant  shall  be  re- 
sponsible for  insuring  that  swine  sub- 
ject to  this  part  shall  be  sold  under 
pennlt  to  a  slaughtering  establishment 
where  State  or  Federal  Meat  inspection 
Is  available,  or  to  a  market  approved 
by  the  State  Animal  Health  Official,  or 
to  a  market  approved  by  the  Adminis- 
trator, for  sale  to  such  slaughtering  es- 
tabliphment:-'*  except  that  in  the  case 
of  indemnity  for  whole  herd  depopula- 
tion, as  provided  for  in  §51.3.  swine 
shall  be  destroyed,  if  possible,  on  the 
premises  where  the  animals  are  held  or 
penned  at  the  time  the  indemnity  is 
approved,  or  may  be  moved  for  destruc- 
tion to  another  location  when  move- 
ment to  the  location  is  approved  in  ad- 
vance by  an  APHIS  representative.  In 
cases  where  the  swine  are  destroyed 
other  than  at  a  slaughtering  establish- 
ment, the  carcasses  of  the  swine  shall 


^Mai'kets  are  approved  by  the  Adminis- 
trator in  accOTdance  with  176.18  of  this  clutp- 
ter. 


be  disposed  of  by  burial,  incineration, 
or  other  disposal  means  authorized  by 
applicable  State  law.  The  destruction 
and  disposition  of  animals  destroyed  in 
accordance  with  this  section  other 
than  at  a  slauprhtering  establishment 
shall  be  performed  in  the  presence  of 
an  APHIS  representative. 

(d)  Time  ttnUt  for  destruction  of  ani- 
niais.  Payment  of  indemnity  shall  be 
made  under  this  part  only  if  the  ani- 
mals are  destroyed  wuthin  15  days  after 
the  date  of  identifloatlon,  pursuant  to 
§51.5  of  the  regulations  in  this  part,  ex- 
cept that  the  appropriate  Veterinarian 
in  Charge  may  extend  the  time  limit  to 
30  days  when  request  for  such  exten- 
sion is  received  from  the  owner  prior  to 
the  expiration  date  of  the  original  15- 
day  period  allowed,  or  when  the  ani- 
mals were  sold  for  slaughLei  piior  to 
the  expiration  date  of  the  original  16- 
day  period,  and  when  the  Veterinarian 
in  Chartre  determines  that  such  exten- 
sion will  not  adversely  affect  the  Bru- 
cellosis Bradibation  Program;  and  ex- 
cept further,  that  the  Administrator 
shall,  upon  request  in  specific  cases, 
extend  the  time  limit  beyond  the  30- 
day  period  when  unusual  and  unfore- 
seen circumstances  occur  which  pre- 
vent or  hinder  the  destruction  of  the 
animals  within  the  30-day  period,  such 
as.  but  not  limited  to.  floods,  storms, 
or  other  Acts  of  God  which  are  beyond 
the  control  of  the  owner,  or  when  de- 
struction is  delayed  due  to  require- 
ments of  another  Federal  Agency. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0047) 

f42  PR  64336.  Dec.  28,  1977.  as  amended  at  45 

FR  43680.  June  27,  1980;  45  FR  86410.  Dec.  31. 
1980;  46  FR  5861.  Jan.  21,  1981:  47  FR  53324. 
Nov.  26.  1982:  48  PR  57472.  Dec.  30,  1983:  50  FR 
\199A.  M;u  L'T.  19H5;  51  FR  11300.  Apr.  2.  1986; 
51  FR  32599,  Sept.  12,  1966:  54  FR  32435,  Aug. 
8.  1989;  56  FR  18506.  Apr.  23.  1991;  59  FR  12533, 
Mar.  17.  1894] 

§51.7  Claims  fSor  indemnity. 

(a>  Claims  for  indemnity  for  animals 
destroyed  because  of  braoellosis  shall 

be  presented  on  indemnity  claim  forms 
furnished  by  .\PHIS  on  which  the 
owner  of  the  animals  covered  thereby 
shall  certify  that  the  animals  are  or 
are  not  subject  to  any  mortgage  as  de- 
fined in  this  part.  If  the  owner  states 
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there  is  a  mortgage,  the  APHIS  indem- 
nity claim  form  shall  be  signed  by  the 
owner  and  by  each  person  holding  a 

mortgage  on  the  animals,  c  onsenting 
to  the  payment  of  any  indemnity  al- 
lowed to  the  person  specified  thereon. 
Payment  will  be  made  only  if  the 
claimant  has  submitted  a  complete  in- 
demnity claim  form  to,  and  such  claim 
has  been  approved  by  the  Veterinarian 
in  Charge  or  by  an  APHIS  representa- 
tive desig'nated  by  him.  On  claims  for 
indemnity  made  under  the  provisions 
of  §51.3,  the  Veterinarian  in  Charge  or 
an  APHIS  representative  designated  by 
him  shall  record  on  the  APHIS  indem- 
nity claim  form  the  amount  of  Federal 
and  State  Indemnity  payments  that  ap- 
pear to  be  due  to  the  owner  of  the  ani- 
mals. The  owner  of  the  animals  shall 
be  furnished  a  copy  of  the  completed 
APHIS  indemnity  claim  form.  The  Vet- 
erinarian in  Charge  or  an  APHIS  rep- 
resentative  designated  by  him  shall 
then  forward  the  completed  APHIS  in- 
denmity  claim  form  to  the  Adminis- 
trator for  ftuther  action  on  the  claim. 
No  charges  for  holding  the  animals  on 
the  farm  pending  slaughter  or  for 
trucking  by  the  owner  shall  be  so  de- 
ducted or  otherwise  paid  by  the  United 
States  Department  of  Agriculture. 

(b)  Claims  for  indemnity  for  reg- 
istered cattle  shall  be  accompanied  by 
the  catUe*8  registration  papers  issued 
in  the  name  of  the  owner.  If  the  reg- 
istration papers  are  unavailable  or  if 
the  cattle  are  less  than  1  year  old  and 
are  not  registered  at  the  time  the 
claim  for  indemnity  is  submitted,  the 
Veterinarian  in  Charge  may  grant  a  60- 
day  extension  or  the  Administrator 
may  grant  an  extension  longer  than  60 
days  for  the  iffesentation  of  registra- 
tion papers. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  OSTMXM?) 

[42  FR  64986.  Dec.  23, 1977.  Redesignated  at  46 

FR  13674.  Feb.  23.  1981.  and  47  FR  53324.  Nov. 
26.  1982.  and  amended  at  47  FR  53324.  Nov.  26. 
1962;  48  FR  57472.  Dec.  80,  1988;  50  FR  11998. 
Mar.  27.  1985  :  54  FR  32485,  Aug.  8,  1988;  56  FR 
18506.  Apr.  23,  1991J 

i  51.8   Disinfection  of  nrrmliww.  convey- 
ances, and  materials. 

All  premises,  including  all  struc- 
tures, holding  facilities,  conveyances, 
and  materials,  contaminated  because 


of  occupation  or  use  by  brucellosis  re- 
actor or  exposed  animals  shall  be  prop- 
erly cleaned  and  disinfected  with  a  dis- 
infectant permitted  by  APHIS  in  ac- 
cordance with  recommendations  of  the 
APHIS  or  State  representative  within 
15  days  from  the  date  reactors  were  re- 
moved from  the  premises,  except  that 
the  appropriate  Veterinarian  in  Charge 
may  extend  the  time  limit  for  disinfec- 
tion to  30  days  when  request  for  such 
extension  is  received  by  him  prior  to 
the  expiration  date  of  the  original  15- 
day  period  allowed,  and  when  he  deter- 
mines that  such  extension  will  not  ad- 
versely affect  the  Brucellosis  Eradi- 
cation Program;  and  except  farther, 
that  the  Administrator  may,  upon  re- 
quest in  specific  cases,  extend  the  time 
limit  beyond  the  30-day  period  when 
nnnsnal  and  unforeseen  circumstances 
occor,  such  as  but  not  limited  to 
floods,  .storms,  or  other  Acts  of  God. 
which  are  beyond  the  control  of  the 
owner,  preventing  or  hindering  the  dis- 
infection of  premises,  conveyances,  and 
materials.  Certain  premises  may  be  ex- 
empted from  such  cleaning  and  dis- 
infecting requirements  by  approval  of 
the  appropriate  Veterinaziaa  in  Charge 
on  written  reoonmiendalilonB  by  the 
APHIS  or  State  representative  or  when 
a  written  report  by  the  APHIS  or  State 
representative  determines  that  there 
are  no  buildings,  holding  fadlitleB, 
conveyances,  or  other  materials  on  the 
premises  that  would  require  such 
cleaning  and  disinfection. 

(Approved  by  the  Office  of  Mana)?ement  and 
Budget  under  control  number  057ft  0047^ 

[42  FR  64336,  Dec.  23,  1977.  Redesignated  at  46 
FR  13074.  Feb.  28.  1981.  and  47  FR  688M.  Nov. 

26.  1982;  48  FR  57472.  Dec.  30,  198^  '0  FR  nr>93. 
Mar.  27,  1985;  54  FR  32435.  Aug.  8.  1989;  56  FR 
18S06,  Apr.  28, 19011 

§  51.9  Claims  not  allowed. 

Claims  for  compensation  for  animals 
destroyed  because  of  hrucellosis  shall 
not  be  allowed  If  any  of  the  following 
circtmistances  exist: 

fa)  If  the  claimant  has  failed  to  com- 
ply with  any  of  the  requirements  of 
this  part. 

(b)  If  the  ezistence  of  tmicellosls  in 
the  animal  was  determined  based  on 
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the  results  of  an  official  test,  as  de- 
fined in  §78.1  of  this  chapter,  and  spe- 
cific instructions  for  the  administra- 
tion of  the  official  test  had  not  pre- 
Ylonsly  been  issaed  to  lihe  Indlvidiial 

performing-  the  test  by  APHIS  and  the 
State  animal  health  official. 

(c)  If  all  cattle,  hison.  and  swine  eli- 
gible for  testing  in  the  claimciufs  herd 
have  not  been  tested  for  brucellosis 
under  APHIS  or  State  supervision. 

(d)  If  the  animals  are: 

(1;  Barrows  or  gilts  maintained  for 
feeding  purposes;  or 

(2)  SiMtyed  heifers  or  steers,  unless 
the  steers  are  work  oxen,  or  unless  the 
spayed  heifers  or  steers  are  unweaned 
animals  in  a  herd  approved  for  depopu- 
lation in  accordance  with  §51.3  of  this 
part. 

(e)  If  the  animals  are  classified  as  re- 
actors and  are  unofficial  vaccinates, 
unless  there  is  either  a  record  of  a  neg- 
ative official  test  made  not  less  than  30 
days  following  the  date  of  unofficial 
vaccination  or  unless  other  APHIS  ap- 
proved tests  show  the  unofficial  vac- 
cinates are  affected  with  virulent 
Brucella. 

(f)  If  there  is  substantial  evidence 
that  the  owner  or  his  agent  has  in  any 
way  been  responsible  for  any  unlawful 
or  improper  attempt  to  obtain  Indem- 
nity ftmds  for  such  animal. 

(g)  If.  at  the  time  of  test  or  con- 
demnation, the  animals  belonged  to  or 
were  upon  the  premises  of  any  person 
to  whom  they  had  been  sold  for  slaugh- 
ter; shipped  for  slaugher,  or  delivered 
for  slaughter. 

(h)  If  any  known  brucellosis  reactor 
animal  remains  in  the  herd,  unless,  in 
the  opinion  of  the  Veterinarian  in 
Charge,  a  reasonable  search  has  been 
made  for  the  brucellosis  reactor  animal 
and  the  brucellosis  reactor  animal 
could  not  be  found  and  removed. 

(i)  If  the  animals  are  braoellosis  reac- 
tor animals  which  are  slaughtered 
other  than  as  part  of  a  herd  depopula- 
tion, and  which  are  from  a  herd:  (1) 
That  was  already  classified  as  a  "herd 
known  to  be  affected"  at  the  time  the 
animals  were  identified  as  brucellosis 
reactor  animals  and  (2)  for  which  an 
approved  action  plan  or  approved  Indi- 
vidual herd  plan  (as  defined  in  §78.1  of 


this  chapter)  was  not  in  effect  at  the 
time  the  claim  was  filed. 

(Approved  by  the  Offi( c  of  Management  and 
BudKel  under  control  number  057^0047) 

[42  FR  64336.  Dec.  23.  1977.  Redesignated  at  46 
FR  l;i67i.  Fob.  23.  1981.  and  17  FR  53324,  Nov. 
26.  I'm.  and  amended  at  47  FR  53324,  Nov.  26. 
1982;  !fi  FR  57472.  Dee.  :iO.  198.3;  SO  FR  11993. 
Mar.  27.  1985:  50  FR  47036,  Nov.  14.  1985:  51  FR 
11300,  Apr,  2.  1986;  54  FR  32435.  Aiv^.  8.  1989:  56 
FR  18506.  Apr.  23.  1901;  63  FR  47423.  Sept.  8. 
19981 

S51.10  Part  53  of  this  chapter  not  ap- 
plicable. 

No  claim  tor  indemnity  for  animals 
destroyed  because  of  bmcellosls  shall 

hereafter  be  paid  under  the  regulations 
contained  in  part  53  of  this  chapter, 
but  all  such  claims  shall  be  presented 
and  paid  pursuant  to  and  in  compliance 
with  regulations  contained  in  this  part. 

[42  FR  64336.  Dec.  23. 1977.  Redesignated  at  46 

FR  13674.  Feb.  23.  1981.  and  47  FR  53824,  NOV. 
26.  1982;  50  FR  11993.  Mar.  27.  1985] 

PART  52-^NE  DESTROYED 
BECAUSE  OF  PSEUDORABIES 

Sec. 

52.1  Definitions, 

52.2  Payment  of  indemnity. 

52.3  -Appraisal  of  swine, 

52.4  Presentation  of  claims. 

52.5  Report  of  net  salvage  proceeds. 
52  6  Claims  not  allowed. 

52.7  Disinfection  of  premises,  conveyances, 
and  materials. 

Authoiuty;    21   U,S,C.   111-113,    114,  il4a. 

ii4a-i.  120.  121.  125.  and  134b:  and  7  CFR  2.22. 

2.80.  and  371,4, 

SOURCE;  64  FR  2549,  Jan.  15,  1999,  onless 

otherwise  noted. 

S62.1  Dtrllnitifins. 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  chapter  to  perform 
functions  specified  in  sulxdiapters  B,  C, 
and  D  of  this  chapter. 

Administrator.  The  Administrator. 
Animal  and  Plant  Health  Inspection 
Service,  or  any  other  employee  of  the 
Animal  and  Plant  Health  Inspection 
Service,  United  States  Department  of 
Agriculture,  delegated  to  act  in  the  Ad- 
ministrator's siead. 
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Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Ainmai  and  Plant 
Health  Inspection  Service  of  the  United 
States  Department  of  Agriculture. 

APHIS  employee.  Any  individual  em- 
ployed by  the  Animal  and  Plant  Healtli 
Inspection  Service  who  is  authorized 
by  the  Administrator  to  do  any  work 
or  perform  any  duty  in  connection  with 
the  control  and  eradication  of  disease. 

Approved  differential  pseudorabies  test. 
Any  test  for  the  diagnosis  of 
pseudorabies  that  can  distinguish  vac- 
cinated swine  from  infected  swine;  is 
produced  under  license  from  the  Sec- 
retary of  Aerricnltore  tinder  the  Vims- 
Serum-Toxin  Act  of  March  4,  1913,  and 
subsequent  amendments  (21  U.S.C.  151 
et  seq.)  with  indications  for  use  in  the 
Cooperative  State-Federal 
Pseudorabies  Eradication  Program: 
and  is  conducted  in  a  laboratory  ap- 
proved by  the  Administrator.^ 

Department.  The  United  States  De- 
partment of  Agrlcnlture. 

Herd.  .\ny  group  of  swine  maintained 
on  common  ground  for  any  purpose,  or 
two  or  more  groups  of  swine  under 
common  ownership  or  supervision  that 
are  geographically  separated  but  that 
are  determined  by  an  official 
pseudorabies  epidemiologist  to  have  an 
interchange  or  movement  of  animals 
that  could  cause  the  transmission  of 


'The  uames  and  addresses  of  laboratories 
approved  by  the  Administrator  to  conduct 

approved  differential  pseudorabies  tests  are 
published  in  the  Notices  Section  of  the  Fed- 
eral Rboister.  A  list  of  approved  labora- 
tories is  al.so  available  upon  roquest  from  the 
Animal  and  Plane  Health  Inspection  Service, 
4700  River  Road  Unit  87.  Riverdale.  Maryland 
20787  1231  Stato.  Fodoral.  and  university  lab- 
oratories will  be  approved  by  the  Adminis- 
trator when  he  or  she  determines  that  the 
laboratory:  employs  pei-sonnel  trained  at  the 
National  Veterinary  Services  Laboi'atories 
assigned  to  supervise  the  testlng^;  follows 
standard  test  protocols;  meets  check  test 
proficiency  requirements:  and  will  report  all 
test  results  to  State  and  Federal  animal 
health  officials.  Before  the  Administrator 
may  withdraw  approval  of  any  laboratory  for 
failure  to  meet  any  of  these  conditions,  the 
Administrator  must  trive  written  notice  of 
the  proposed  withdrawal  to  the  director  of 
the  laboratory,  and  must  grive  the  director 
an  opportunity  to  respond.  If  there  are  con- 
flicts as  to  any  mateinal  fact,  a  hearing:  will 
be  held  to  resolve  the  oonfliot. 
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pseudorabies  from  one  group  to  an- 
other. 

Inspector  in  charge.  An  APHIS  em- 
ployee who  is  designated  by  the  Admin- 
istrator to  take  charge  of  work  in  con- 
nection with  the  control  and  eradi- 
cation of  disease. 

Known  infected  breeding  sow.  Any 
breeding:  sow  that  has  been  determined 
to  be  infected  with  pseudorabies  based 
on  an  ofCloial  pseudorabies  test  or  an 
approved  differential  pseudorabies  test, 
or  as  diagnosed  by  an  official 
pseudorabies  epidemiologist  as  liaviug 
pseudorabies. 

Known  infected  herd.  Any  herd  in 
which  swine  have  been  determined  to 
be  infected  with  pseudorabies  based  on 
an  official  pseudorabies  test  or  an  ap- 
proved differential  pseudorabies  test, 
or  based  on  a  diagrnosis  by  an  official 
pseudorabies  epidemiologist. 

Materials.  Parts  of  bams  or  other 
structures,  straw,  hay,  and  other  feed 
for  animals,  farm  products  or  equip- 
ment, clothing,  and  articles  stored  in 
or  adjacent  to  bams  or  other  struc- 
tures. 

Mortgage.  Any  mortgasre.  lien,  or 
other  security  or  beneficial  interest 
held  by  any  person  other  than  the  one 
claiming  indemnity. 

Ac?  salvage.  The  amount  received  for 
swine  destroyed  because  of 
pseudorabies,  after  deducting  freight, 
trucking,  yardage,  commission,  slaugh- 
tering charges,  and  similar  costs  to  the 
owner. 

Official  pseudorabies  epidemiologist.  A 
State  or  Federally  employed  veteri- 
narian designated  by  the  State  animal 
health  official  and  the  veterinarian  in 
charge  to  investigate  and  diagnose 
pseudorabies  in  livestock. 

Official  pseudorabies  test.  Any  test  for 
the  diagnosis  of  pseudorabies  approved 
by  the  Administrator  and  conducted  In 
a  laboratory  approved  by  the  Adminis- 
trator. The  following  tests  for  the  diag- 
nosis of  pseudorabies  have  been  ap- 
proved by  the  Administrator:  Micro- 
ti tration  Serum- Virus  Neutralization 
Test;  Virus  Isolation  and  Identification 
Test;  Fluorescent  Antibody  Tissue  Sec- 
tion Test;  Bnsyme-Iiinked 
Immunosorbent  Assay  (EL^A)  Test, 
except  for  approved  differential 
pseudorabies  tests  other  than  the 
gl3rcoprotein  I  (gpl)  EUSA  test;  Latex 
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AOTTlutination  Test  (LAT);  and  Particle 

Concentration  Fluorescence 
Immunoassay  (PCFIA)  Test.  2  state, 
Federal,  and  university  laboratories 
will  be  approved  by  the  Administrator 
following  his  determination  that  the 
laboratory:  has  personnel  trained  at 
the  Veterinary  Services  Diagrnostic 
laboratory  at  Ames,  Iowa,  assigned  to 
supervise  the  test:  follows  standard 
test  protocol;  meets  check  test  pro- 
ficiency requirements;  and  will  report 
all  test  results  to  State  and  Federal 
animal  health  officials. ^ 

Official  seal.  A  serially  numbered 
metal  or  plastic  strip,  consisting  of  a 
self-locking  device  on  one  end  and  a 
slot  nn  the  other  end.  that  forms  a  loop 
when  the  ends  are  engaged  and  that 
cannot  be  reused  if  opened,  or  a  seri- 
ally numbered,  self-locking  button  that 
can  be  used  for  this  purpose. 

Permit.  An  official  document  for 
movement  of  swine  under  this  part 
that  is  issued  by  an  APHIS  employee, 
State  representative,  or  accredited  vet- 
erinarian and  that  lists  the  disease  sta- 
tus and  individual  identification  of  the 
animal,  where  consigrned,  cleaning  and 
disinfection  requirements,  and  proof  of 
slaughter  certification  by  a  recognized 
slaughtering  establishment. 

Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  joint  stock  company,  or 
other  legal  entity. 

Paeudarabiea.  The  contagions,  infec- 
tious, and  communicable  disease  of 
livestock  and  other  animals,  also 
known  as  Aujeszky's  disease,  mad  itch, 
or  infectious  bulbar  paralsrsis. 

Recognised  slauphtering  pstablishment. 
A  slaughtering   establishment  oper- 


scopies   of   the   test    protocols  (Reo- 

ommended  Minimum  Standards  for  Diag- 
nostic Tests  Employed  in  the  Diagnosis  of 
Pseadorables  (Aaje8zk7*s  Disease)  are  avail- 
able upon  request  from  the  Animal  and  Plant 
Health  Inspection  Service,  Veterinary  Serv- 
ices. Operational  Support.  f?00  River  Road 
Unit  -X',.  Riverdale,  MD  20737  1231. 

3  Before  the  Administrator  withdraws  the 
amnfoval  of  any  laboratory,  the  Dlreetor  of 

the  laboratory  will  bp  R-iven  a  notice  by  the 
Administrator  of  the  proposed  disapproval 
and  the  reasons  for  it,  and  the  Director  will 
have  the  opportunity  to  respond.  In  those  in- 
stances where  there  are  conflicts  as  to  the 
fttcts,  a  hearing  will  be  held  to  reeolve  such 
oonfliots. 


ating  under  the  Federal  Meat  Inspec- 
tion Act  (21  U.S.C.  601-685)  or  a  State 
meat  inspection  act.** 

Secretary.  The  Secretary  of  Agri- 
culture of  the  United  States,  or  any  of- 
ficer or  employee  of  the  Department 
delegated  to  act  in  the  Secretary's 
stead. 

State.  Bach  of  the  States  of  the 

United  States,  the  District  of  Colum- 
bia. Puerto  Rico,  the  Northern  Mariana 
Islands,  Guam,  the  Virgin  Islands  of 
the  United  States,  or  any  other  terri- 
tory or  possession  of  the  United  States. 

State  representdiive.  A  person  regu- 
larly employed  in  the  animal  health 
work  of  a  State  and  who  is  authorized 
by  that  State  to  perform  the  function 
involved  under  a  cooperative  agree- 
ment with  the  United  States  Depart- 
ment of  Agriculture. 

Veterinarian  in  charge.  The  veterinary 
official  of  Veterinary  Services.  APHIS, 
who  is  assigned  hy  the  Administrator 
to  supervise  and  perform  offlclal  ani- 
mal health  work  for  APHIS  In  the 
State  concerned. 

[64  FR  2549.  .Jan.  15.  1969,  as  amended  at  65 

FR  20711.  Apr.  18.  2000] 

§  52.2   Payment  of  indemnity. 

(a)  Except  as  provided  in  para^aph 
(b)  of  this  section,  the  Administrator  is 
authorlBed  to  agree  on  the  part  of  the 
Department  to  pay  indemnity  to  the 

owner  of  herds  of  swine  destroyed  be- 
cause the  herds  are  known  to  be  in- 
fected with  pseudorahies,  or  individual 
breeding  sows  destroyed  because  they 
are  known  to  be  infected  with 
pseudorahies.  The  amount  of  indenmity 
paid,  together  with  the  amount  for  net 
salvage  the  owner  receives  when  the 
animals  are  slaug'htered.  shall  not  ex- 
ceed the  fair  market  value  of  the 
swine.  Such  swine  must  be  sent  di- 
rectly to  slaughter  under  permit  in  a 
conveyance  closed  with  an  offiri.Tl  .seal 
applied  and  removed  by  either  an 
APHIS  employee,  a  State  representar 
tive.  an  accredited  veterinarian,  or  an 
individual  authorized  for  this  purpose 
by  an  APHIS  employee.  The  swine 


*A  list  of  recognised  slaufhterlng  estab- 
lishments is  available  upon  request  from  the 
Animal  and  Plant  Health  Inspection  Service. 
4700  River  Road  Unit  37.  Riverdale,  llarylaiid 
20797-1231. 
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must  be  sent  to  a  recognized  slaugh- 
tering establishment. 

(b)  If  swine  firom  herds  that  are  de- 
stroyed because  the  herds  are  known  to 
be  infected  with  pseudorabies  are  not 
accepted  at  a  recognized  slaughtering 
establidunent.  or  the  owner  and  an 
APHIS  employee  or  State  representa- 
tive agree  they  will  not  be  accepted  by 
a  recognized  slaughtering  establish- 
ment, the  Administrator  Is  authorised 
to  pay  100  percent  of  the  expenses  of 
the  purchase,  destruction,  and  disposi- 
tion of  such  swine. 

(Approved  by  the  Office  of  Management  and 
Budget  under  contool  number  057(M)151) 

[65  PR  20711.  Amr.  18.  2000] 

§  52.3   Appraisal  of  swine. 

(a)  Herds  of  swine  and  individual 
breeding  sows  to  be  destroyed  because 

they  are  known  to  be  infected  with 
pseudorabies  will  be  appraised  by  an 
APHIS  employee  and  a  representative 
of  the  State  Jointly,  a  representative  of 
the  State  alone,  or,  if  the  State  au- 
thorities approve,  by  an  APHIS  em- 
ployee alone. 

(b>  The  appraisal  of  swine  will  be 
based  on  the  fair  market  value  as  de- 
termined by  the  meat  or  breeding  value 
of  the  animals.  Animals  may  be  ap- 
praised In  groups,  provided  that  where 
appraisal  is  by  the  head,  each  animal 
In  the  irroup  is  the  same  value  per 
head,  and  where  appraisal  is  by  the 
pound,  each  animal  In  the  group  Is  the 
same  value  per  pound. 

(c)  Appraisals  of  swine  must  be  re- 
ported on  forma  furnished  by  APHIS 
and  signed  by  the  owner  of  the  swine. 
Reports  of  appraisals  must  show  the 
number  of  swine  and  the  value  per  head 
or  the  weight  and  value  by  pound. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0187) 

[64  FR  2548,  Jan.  15,  1988.  as  amended  at  65 
FR  20711.  Apr.  18.  2000] 

9  52.4  Preeentatiop  of  clafane. 

(a)  When  swine  have  been  destroyed 
under  §52.2fa).  any  claim  for  indemnity 
must  be  presented,  along  with  the  re- 
port of  net  salvage  proceeds  required 
under  §52.5,  to  the  veterinarian  in 
charge  on  a  form  furnished  l)y  APHIS. 

(b)  When  swine  have  been  destroyed 
under  §  52.2(b),  any  claim  for  Indemnity 


must  be  presented,  throug^h  the  inspec- 
tor in  chax^,  to  APHIS  on  a  form  fur- 
nished by  APHIS. 

(c)  For  all  claims  for  indenmity,  the 
owner  of  the  swine  must  certify  on  the 
daim  form  that  the  swine  covered  are. 
or  are  not,  sabject  to  any  mortgage  as 
defined  In  this  part.  If  the  owner  states 
there  is  a  mortgage,  the  owner  and 
each  person  holding  a  mortgage  on  the 
swine  must  sign,  consenting  to  the 
payment  of  indemnity  to  the  person 
specified  on  the  form. 

(Approved  by  tho  Office  of  Management  and 
Buiii^et  under  control  number  0579-0137) 

165  FR  20711.  Apr.  18,  2000J 

§58J(  Report  of  net  salvage  ptooeeds. 

A  report  of  the  amount  for  net  sal- 
vage derived  from  the  sale  of  each  ani- 
mal foi  which  a  claim  for  indemnity  is 
made  under  §  62.2(a)  must  be  made  on  a 
salvage  form  that  shows  the  gross  re- 
ceipts, expenses  if  any,  and  net  pro- 
ceeds. The  original  or  a  copy  of  the  sal- 
vage form  must  be  ftimlshed  by  the 
owner  to  the  veterinarian  In  charge. 

(Approved  by  the  Office  of  Manag^ement  and 
RudKct  under  conl  i  ol  number  0579-0151} 

[65  FR  20712,  Apr.  18,  2000] 

iSM  CbdoM  not  allowed. 

(a)  The  Department  will  not  allow 
claim.s  arising:  out  of  the  destruction  of 
swine  unless  the  swine  have  been  ap- 
praised as  prescribed  in  this  part  and 
the  owners  have  signed  a  written 
agreement  to  the  appraisals. 

(b)  The  Department  will  not  allow 
claims  arising  out  of  the  destruction  of 
swine  that  have  been  moved  or  handled 
by  the  owner  or  a  representative  of  the 
owner  in  violation  of  a  law  or  regula- 
tion administered  by  the  Secretary  re- 
garding  animal  disease,  or  in  violation 
of  a  law  or  regulation  for  which  the 
Secretaiy  has  entered  into  a  coopera- 
tive agreement. 

(Approved  by  the  OfHoe  of  lifanagement  and 
Budget  under  control  number  0679-0187) 

[r,i  FR  2549.  Jan.  15.  1999.  Redesignated  at  66 

FR  20711,  Apr.  18,  2000] 

§62.7  Disinfection  of  nremisee,  ooBvey- 

ances,  and  materiala. 

All  premises,  including  barns,  stock- 
yards and  pens,  and  all  oars  and  other 
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conveyances,  and  the  materials  on  any 

premises  or  conveyances  used  to  house 
or  transport  swine  for  which  indemnity 
is  paid  under  this  part  must  be  cleaned 
and  disinfected  under  the  aupervision 
of  an  APHIS  employee  after  removal  of 
the  swine  from  the  known  infected 
herd.  Premises  may  be  restocked  with 
swine  30  days  following  an  approved 
cleaning  and  disinfection,  unless  an  of- 
ficial pseudorabies  epidemiologist  de- 
termines that  a  shorter  or  longer  pe- 
riod of  time  is  adequate  or  necessary  to 
protect  new  animals  against  infection. 
The  owner  to  whom  the  indemnity  is 
paid  will  be  responsible  for  expenses  in- 
curred in  connection  with  the  cleaning 
and  disinfection,  except  for  cleaning 
and  disinfection  of  the  conveyances 
used  to  transport  the  swine  to  the  loca- 
tion of  disposal. 

[64  FR  13065.  Mar.  17.  1999.  Redesignated  at  65 
FR20711,  Apr.  18.2000] 


PART  53— FOOT-AND-MOUTH  DIS- 
EASE, PLEUROPNEUMONIA,  RIN- 
DERPEST. AND  CERTAIN  OTHER 
COMMUNICABLE  DISEASES  OF 
UVESTOCK  OR  POULTRY 

Sec. 

63.1  Definitions. 

53.2  Determination  of  existence  of  disease; 
agreements  with  States. 

53.3  Appraisal  of  animals  or  nukterlals. 

53.4  Destruction  of  animals. 

58.6  Disinfection  or  destruction  of  mate- 
rials. 

53.6  Disinfection  of  annuals. 

58.7  Disinfection  of  premises,  conveyances. 

and  materials. 

53.8  Presentation  of  claims. 

53.9  Mortgage  against  animals  or  materials. 

53.10  Claims  not  allowed. 

53.11  Payments  arising  from  low  pathogenic 
avian  influenza;  conditions  for  payment. 

Authority;  t  U.S.C.  8303-8306»  8308.  8310. 

8315:  7  CFR  2.22.  2.80.  and  371.4. 

CROSS  Reference:  For  non-applicability  of 
part  58  with  respect  to  certain  claims  for  in- 
demnity, see  S  51.10  of  this  chapter. 

S68.1  DefinitiiMM. 

Accredited  veterinarian,  A  veteri- 
narian approved  by  the  Administrator 

in  accordance  with  part  161  of  this 
chapter  to  perform  functions  specified 
in  parts  1,  2.  8,  and  11  of  subchapter  A 
of  this  chapter  and  subc  ha]3i  ers  B.  C, 
and  D  of  this  chapter,  and  to  perform 


functions  required  by  cooperative 
State-Federal  disease  control  and 
eradication  programs. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  iDspectlon 
Service,  or  any  per-son  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health,  Inspection 
Service,  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS). 

Animals.  Livestock,  poultry,  and  all 
other  members  of  the  animal  Itingdom, 
Includingr  birds  whether  domesticated 
or  wild,  but  not  including  man. 

APHIS  empJoyep..  Any  individual  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  who  is  authorized 
by  the  Administrator  to  do  any  work 
or  perform  any  duty  in  connection  with 
the  control  and  eradication  of  disease. 

Bird.  Any  member  of  the  class  aves 
Other  than  poultry. 

Department.  The  United  States  De- 
partment of  Agriculture. 

Disease.  Foot-and-mouth  disease,  rin- 
derpest, contagious  pleuropneumonia, 
exotic  Newcastle  disease,  highly  patho- 
genic avian  influenza,  infectious  salm- 
on anemia,  or  any  other  communicable 
disease  of  livestocls  or  poultry  that  in 
the  opinion  of  the  Secretary  con- 
stitutes an  emergency  and  threatens 
t^e  livestock  or  poultry  of  the  United 
States. 

Exotic  Newcastle  Disease  (END).  Any 
Telegenic  Newcastle  disease.  Exotic 
Newcastle  disease  Is  an  acute,  rapidly 
spreading,  and  usually  fatal  viral  dis- 
ease of  birds  and  poultry. 

Highly  pathogenic  avian  influenza.  (1) 
Any  Influenza  virus  that  kills  at  least 
75  percent  of  eight  4-  to  6-week-old  sus- 
ceptible chickens  within  10  days  fol- 
lowing intravenous  inoculation  with  0,2 
ml  of  a  1:10  dilution  of  a  bacterla-firee, 

infectious  allantoic  fluid; 

(2)  Any  H5  or  H7  virus  that  does  not 
meet  the  criteria  in  paragraph  (1)  of 
this  definition,  but  has  an  amino  acid 
sequence  at  the  hemagglutinin  cleav- 
age site  that  is  compatible  with  highly 
pathogenic  avian  influenza  viruses;  or 

(3)  Any  influenza  virus  that  is  not  an 
HS  or  H7  subtsrpe  and  that  kills  one  to 
five  chickens  and  grows  in  cell  culture 
in  the  absoice  of  trypsin. 
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Inspector  in  charge.  An  APHIS  em- 
ployee who  is  designated  by  the  Admin- 
istrator to  take  diarge  of  work  in  con- 
nection with  the  control  and  eradi- 
cation of  disease. 

ISA  Program  veterinarian.  The  APHIS 
veterinarian  assigned  to  manage  the 
infectious  salmon  anemia  program  for 
APHIS  in  tlie  State  of  Maine  and  who 
reports  to  the  Area  Veterinarian  in 
Charge. 

Materials.  Parts  of  bams  or  other 
structures,  straw,  hay.  and  other  feed 
for  animals,  farm  products  or  equip- 
ment, clothing,  and  articles  stored  in 
or  adjacent  to  bams  or  other  strac- 

tures. 

Mortgage.  Any  mortgage,  lien,  or 
other  secority  or  beneficial  interest 

held  by  any  per.snn  other  than  the  one 
claiming  indemnity. 

Person.  Any  individual,  corporation, 
comiiany,  association,  firm,  partner- 
ship, society,  joint  stock  company,  or 
other  legal  entity. 

Pet  bird.  Any  bird  that  is  kept  for 
personal  pleasure  and  is  not  for  sale. 

Poultry.  Chickens,  ducks,  geese, 
swans,  turkeys,  pigeons,  doves,  pheas- 
ants, grouse,  partridges,  quail,  guinea 

fowl,  and  pea  fowl. 

Secretary.  The  Secretary  of  Agri- 
culture of  the  United  States,  or  any  of- 
ficer or  employee  of  the  Department  to 
whom  autiiorlty  has  been  or  may  be 
delegated  to  act  in  the  Secretary's 
stead. 

State.  Each  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia. Puerto  Rico,  the  Northern  Mariana 
Islands,  Guam,  the  Virgin  Islands  of 
the  United  States,  or  any  other  terri- 
tory or  possession  of  the  United  States. 

[61  FR  56882,  Nov.  5,  1986,  as  amended  at  67 
FR 17610,  Apr.  11. 2002] 

S5S^  DetemiiiiaAioii  of  existence  of 
disease;  agreements  with  States* 

(a)  The  Administrator  is  hereby  au- 
thorized to  invite  the  proper  State  au- 
thorities to  cooperate  with  the  Depart- 
ment in  the  control  and  eradication  of 
any  disease  within  the  meaning  of 
§53.1. 

(b)  Upon  agreement  of  the  authori- 
ties of  the  State  to  enforce  quarantine 

restrictions  and  orders  and  directives 
properly  issued  in  the  control  and 
eradication  of  su<^  a  disease,  the  Ad- 


ministrator is  hereby  authorized  to 
agree,  on  the  part  of  the  Department, 
to  cooperate  with  the  State  in  the  con- 
trol and  eradication  of  the  disease,  and, 
except  as  provided  in  §53.11.  to  pay  50 
percent  (and  In  the  case  of  exotic  New- 
castle disease  or  highly  pathogenic 
avian  influenza,  up  to  100  percent,  and 
in  the  case  of  infectious  salmon  ane- 
mia, up  to  60  percent)  of  the  expenses 
of  purchase,  destruction  and  disposi- 
tion of  animals  and  materials  required 
to  be  destroyed  because  of  being  con- 
taminated by  or  exposed  to  .such  dis- 
ease: Provided,  however.  That  if  the  ani- 
mals were  exposed  to  snch  disease  prior 
to  or  during  interstate  movement  and 
are  not  eligible  to  receive  indemnity 
from  any  State,  the  Depai'tment  may 
pasr  np  to  100  pwcent  of  the  porohase, 
destruction,  and  disposition  of  animals 
and  materials  required  to  be  destroyed: 
Provided,  further,  That  the  cooperative 
program  for  the  purchase,  destruction, 
and  disposition  of  birds  shall  be  limited 
to  birds  which  are  identified  in  docu- 
mentation pursuant  to  Cooperative 
Agreements,^  as  constituting  a  threat 
to  the  poultry  industry  of  the  United 
States:  And  provided  further.  That  the 
Secretary  may  authorize  other  ar- 
rangements for  the  payment  of  such 
expenses  upon  finding  that  an  eztraor- 
dlnaiy  emergency  exists. 

[37  FR  5689,  Mar.  18.  1972.  as  amended  at  49 
FR  9448.  Jan.  27.  1984;  49  FR  26712.  June  29. 
1M4:  61  FR  56688.  Nov.  5,  1906:  67  FR  17610. 
Apr.  11.  2002;  67  FR  67006.  Nov.  4. 2002] 

§  53.^^  Appraisal  of  animals  or  mate- 

(a)  Animals  affected  by  or  exposed  to 

disease,  and  materials  required  to  be 
destroyed  because  of  being  contami- 
nated by  or  exposed  to  disease  shali  be 
appraised  by  an  APHIS  employee  and  a 
representative  of  the  Statp  jointly,  or. 
if  the  State  authoritie.s  approve,  by  an 
APHIS  employee  alone. 

(b)  The  appraisal  of  animals  shall  be 
based  on  the  fair  market  value  and 
shall  be  determined  by  the  meat,  egg 
production,  dairy  or  breeding  value  of 


1  Agreements  between  the  Departments  and 

the  particular  State  involved  relating'  to  co- 
operative animal  (including  poultry)  disease 
prevention,  control,  and  emdloation. 
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such  animals.  Animals  may  be  ap- 
praised in  groups  providing  they  are 
the  same  species  and  type  and  pro- 
viding  that  where  appraisal  is  by  the 
head  each  animal  in  the  group  is  the 
same  value  per  head  or  where  appraisal 
is  by  the  iKJund  each  animal  in  the 
group  is  the  same  value  per  pound. 

(c)  Appraisals  of  animals  shall  be  re- 
ported on  forms  furnished  by  APHIS. 
Reports  of  appraisals  shall  show  the 
number  of  animals  of  each  species  and 
the  value  per  head  or  t^e  weight  and 
value  by  pound. 

<d)  Appraisals  of  materials  shall  be 
reported  on  forms  fui'nished  by  APHIS. 
Reports  of  appraisals  of  materials 
shall,  when  practicable,  show  the  num- 
ber, size  or  quantity,  unit  price,  and 
total  value  of  each  kind  of  material  ap- 
praised. 

(21  U.S.C.  112,  113,  115.  117,  120.  121.  134b> 

[28  FR  5935.  June  13.  1963.  as  amended  al  35 
FR  13981.  Sept.  3.  197U;  FR  25817,  DeC.  80, 
1971:  56  FR  51974.  Oct.  17. 1991] 

iSSA  Destruction  of  animaU. 

(a)  Except  as  provided  In  paragraph 

(b)  of  this  section,  animals  infected 
with  01"  exposed  to  disease  shall  be 
kiiied  promptly  after  appraisal  and  dis- 
posed of  by  burial  or  burning,  unless 
otherwise  specifically  provided  by  the 
Administrator,  at  his  or  her  discretion. 
In  the  case  of  animals  depopulated  due 
to  infectious  salmon  anemia,  salvage- 
able fish  may  be  sold  for  rendering, 
processing,  or  any  other  purpose  ap- 
proved by  the  Administrator.  In  the 
case  of  poultry  depopulated  because  of 
low  pathogenic  avian  influenza  related 
to  the  2002  disease  situation  in  Virginia 
associated  with  the  H5  or  H7  virus, 
poultry  may  be  slaughtered  and  sold. 
The  proceeds  gained  from  the  sale  of 
the  fish  or  poultry  will  be  subtracted 
from  any  payment  from  APHIS  for 
which  the  producer  or  owner  is  eligible 
under  §  53.2(b)  or  §53.11. 

(b>  In  the  ca.se  of  low  pathoeetiic 
avian  influenza  related  to  a  2002  disease 
■itoation  In  Vlivinift  associated  with 
the  H5  or  H7  vtnis,  the  value  of  poultry 
depopulated  becausp  of  the  disease  may 
be  calculated  following  destruction  and 
disposal  of  the  poultry,  based  on  the 
number,  t3rpe,  and  age  of  the  aniinals 
destroyed. 


(c)  The  killing  of  animals  and  the 
burial,  burning,  or  other  disposal  of 
carcasses  of  animals  pursuant  to  the 
regulations  In  this  part  shall  be  super- 
vised by  an  APHIS  employee  who  shall 
prepare  and  transmit  to  the  Adminis- 
trator a  report  identifying  the  animals 
and  showing  the  disposition  thereof. 

[28  FR  5935,  June  13.  1963,  as  amended  at  56 
FR  51974,  Oct.  17.  1991;  67  FR  67085,  Nov.  4, 
2002] 

iSBJi  DisinliBcCloii  or  destruction  of 

materials. 

(a)  In  order  to  prevent  the  spread  of 
disease,  materials  contaminated  by  or 
exposed  to  disease  shall  be  disinfected: 
Provided,  however.  That  in  all  cases  In 
which  the  cost  of  disinfection  would  ex- 
ceed the  value  of  the  materials  or  dis- 
infection would  be  impracticable  for 
any  reason,  the  materials  shall  be  de- 
stroyed, after  appraisal  as  provided  in 
§53.3. 

(b)  The  disinfection  or  destruction  of 
materials  under  this  section  shall  be 
under  the  supervision  of  an  APHIS  em- 
ployee who  shall  prepare  and  transmit 
to  the  Administrator  a  certificate  iden- 
tifying all  materials  which  are  de- 
stroyed, showing  the  disposition  there- 
of. 

[28  FR  5935.  June  13.  1963,  as  amended  at  56 
FR  51974.  Oct.  17.  1991] 

§  53.6   Disinfection  of  animals. 

Animals  of  species  not  susceptible  to 
the  disease  for  which  a  quarantine  has 
been  established,  but  which  have  been 
exposed  to  the  disease,  shall  be  dis- 
infected when  necessary  by  such  meth- 
ods as  the  Administrator  shall  pre- 
scribe from  time  to  time. 

[28  FR  5935.  June  13,  1963,  as  amended  at  66 
FR  51974.  Oct.  17,1991] 

§  53.7  Disiiifectioii  of  Mnemises,  convey- 
nto9Bf  ami  ■uitoviws* 

All  premises,  including  bams,  cor- 
rals, stockyards  and  pens,  and  all  cars, 
vessels,  aircraft,  and  other  convey- 
ances, and  the  ^terials  thereon,  shall 
be  cleaned  and  disinfected  under  super- 
vision of  an  APHIS  employee  whenever 
necessary  for  the  control  and  eradi- 
cation of  disease.  Bzpenses  incurred  in 
connection  with  such  cleaning  and  dis- 
infection shall  be  shared  according  to 
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the  agreement  reached  under  §53.2  with 
the  State  in  which  the  work  is  done.  In 
the  case  of  low  pathogenic  avian  Influ- 
enza related  to  the  2002  disease  situa- 
tion in  Vii'tfinia  associated  with  the  H5 
or  H7  virus,  premises  may  not  be  re- 
stocked with  poultry  until  at  least  7 
days  following  such  cleaning  and  dis- 
infection, unless  the  Administrator  de- 
termines that  a  shorter  or  ionger  pe- 
riod of  time  is  adequate  or  necessary  to 
protect  new  poultry  against  infection. 

(38  FR  5835,  June  13.  1963.  as  amended  at  56 
FR  51974,  Oct.  17.  1991;  67  FR  67095.  Nov.  4. 

2002) 

553.8  Presentation  of  claims. 

(a)  Except  for  claims  made  under 
§53.11,  claims  for  the  following  must  be 
presented  to  APHIS,  through  the  in- 
spector in  chaise,  on  a  form  approved 
by  the  Administrator: 

(1)  Compensation  for  the  value  of  ani- 
mals: 

(2)  The  cost  of  burial,  burning,  or 

other  disposition  of  animals; 

(3)  The  value  of  material  destroyed; 
and 

(4)  The  expenses  of  destruction. 

(b)  In  the  case  of  claims  made  under 
§53.11,  claims  for  compensation  for 
losses  firom  poultry  destroyed  or  to  be 
destroyed  must  be  presented  to  APHIS, 
through  the  inspector  in  charge,  on  a 
form  approved  by  the  Administrator, 
and  the  claim  must  specify  the  num- 
ber, type,  and  age  of  the  poultry. 

(c)  To  be  conpidered  by  the  Depart- 
ment, claims  made  under  §53.11  must 
be  submitted  to  APHIS  within  90  days 
after  December  9,  2002  or  the  destruc- 
tion of  the  poultry,  whichever  is  later. 

'  Approved  by  the  Office  of  Manasrement  and 
Buikt'i  under  control  number  0579-0206) 

L67  FR  67095,  Nov.  4,  2002] 

958.9  Mortgagie  againsl  animals  or  ma- 
terials. 

When  animals  or  materials  have  been 
destroyed  pursuant  to  t^e  requlre- 
mants  contained  in  this  part,  any 
claim  for  indemnity  shall  hp  presented 
on  forms  furnished  by  APHIS  on  which 
the  owner  of  the  animals  or  materials 
shall  certify  that  the  animals  or  mate- 
rials covered  thereby,  are,  or  are  not. 
subject  to  any  mortgage  as  defined  in 
tliia  part.  If  the  owner  states  there  is  a 


mortg'agre.  forms  furnished  by  APHIS 
shall  be  signed  by  the  owner  and  by 
each  person  holding  a  mortgage  on  the 
animals  or  materials,  consenting  to  the 
payment  of  any  indemnity  allowed  to 
the  person  specified  thereon. 

C28  FR  5035.  June  13.  1963.  as  amended  at  56 
FR  61974.  Oct.  17, 1991] 

§  53.10   Claims  not  allowed. 

(a)  The  Department  will  not  allow 
claims  arising  ondar  the  terms  of  this 
part  if  the  payee  has  not  comxdied  with 

all  quarantine  requirements. 

(b)  Expenses  for  the  care  and  feeding 
of  animals  held  for  destmction  will  not 

be  paid  by  the  Department,  unless  the 

payment  of  such  expense  is  specifically 
authorized  or  approved  by  the  Adminis- 
trator. 

(c)  The  Department  will  not  allow 
claims  arising-  out  of  the  destruction  of 
animals  or  materials  unless  they  shall 
have  been  appraised  as  prescribed  in 
this  part  and  the  owners  thereof  shall 
have  executed  a  written  agreement  to 
the  appraisals. 

(d)  The  Department  will  not  allow 
claims  arising  out  of  the  destruction  of 
animals  or  materials  which  have  been 
moved  or  handled  by  the  owner  thereof 
or  its  officer,  employee,  or  agent,  act- 
ing within  the  scope  of  his  or  its  office, 
employment  or  agency,  in  violation  of 
a  law  or  regulation  administered  by 
the  Secretary  for  the  prevention  of  the 
Introduction  into  or  the  dissemination 
within  the  United  States  of  any  com- 
municable disease  of  livestock  or  poul- 
try for  which  the  animal  or  material 
was  destroyed,  or  in  violation  of  a  law 
or  regulation  for  the  enforcement  of 
which  the  Secretary  enters  or  has  en- 
tered into  a  cooperative  agreement  for 
the  control  and  eradication  of  each  dis- 
ease. 

(e)  The  Department  will  not  allow 
claims  arising  out  of  the  destruction  of 
fi.sh  due  to  infectious  salmon  anemia 
(ISA)  unless  the  claimants  have  agreed 
in  writing  to  participate  fully  in  the 
cooperative  ISA  control  program  ad- 
ministered by  APHIS  and  the  State  of 
Maine.  Participants  in  the  ISA  control 
program  must: 

(1)  Establish  and  maintain  a  veteri- 
nary client-patient  relationship  with 
an  APHIS  accredited  veterinarian  and 
inform  the  ISA  Program  Veterinarian 
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in  writing  of  the  name  of  their  accred- 
ited veterinarian  at  the  time  the  par- 
ticipant enrolls  in  the  ISA  program 
and  within  15  days  of  any  change  in  ac- 
credited veterinarians. 

(2)  Cooperate  with  and  assist  in  peri- 
odic on-site  disease  surveillance,  test- 
ing, and  reporting  activities  for  ISA. 
which  will  be  conducted  by  their 
APHIS  accredited  veterinarian  or  a 
State  or  Federal  official  as  directed  by 
the  ISA  Program  Veterinarian. 

(3;  Develop  and  implement  biosecu- 
rity  protocols  for  nse  at  all  partici- 
pant-leased  flnfish  sites  and  partici- 
pant-operated vessels  engaged  in  aqua- 
culture  operations  throughout  Maine. 
A  copy  of  these  protocols  shall  be  sub- 
mitted to  the  ISA  Program  Veteri- 
narian at  the  time  the  participant  en- 
rolls in  the  ISA  program  and  within  15 
days  of  any  change  in  the  protocols. 

(4)  Develop,  with  the  involvement  of 
the  participant's  accredited  veteri- 
narian and  the  fish  site  health  man- 
ager, a  site-specific  ISA  action  plan  for 
the  control  and  management  of  ISA.  A 
copy  of  the  action  plan  shall  be  sub- 
mitted to  APHIS  for  review  at  the  time 
the  participant  enrolls  in  the  ISA  pro- 
gram and  within  15  days  of  any  change 
in  the  action  plan. 

(5)  Participate  in  the  State  of 
Maine  s  integrated  pest  management 
(IPM)  program  for  the  control  of  sea 
lice  on  salmonids.  A  copy  of  the  man- 
agement plan  developed  by  the  partici- 
pant for  the  State  IPM  program  shall 
be  submitted  to  APHIS  for  review  at 
the  time  the  participant  enrolls  in  the 
ISA  program  and  within  15  days  of  any 
change  in  the  management  plan. 

(6)  Submit  to  the  ISA  Program  Vet- 
erinarian at  the  time  the  participant 
enrolls  in  the  ISA  program  a  complete 
and  current  fish  inventory  information 
for  each  participant-leased  finfish  site 
with  site  and  ca^e  identifiers.  Fish  In- 
ventory information  must  include  the 
numbers,  age.  date  of  saltwater  trans- 
fer, vaccination  status,  and  previous 
therapeutant  history  for  all  fish  in 
each  participant-leased  finllsh  site. 

(7)  Maintain,  and  make  available  to 
the  ISA  Program  Veterinarian  upon  re- 
quest, mortality  data  for  each  partici- 
pant-leased flnfish  site  and  pen  in  pro- 
dnction. 


(8)  Cooperate  with  and  assist  APHIS 

in  the  completion  of  biosecurity  audits 
at  all  participant-leased  finfish  sites 
and  participant-operated  vessels  in- 
volved in  salmonid  aqoaculture. 

(Approved  by  the  OfQoe  of  lilaiiagement  and 
Budget  under  oontrol  number  0679-0192) 

[2H  FR  5935.  June  13.  1963.  as  amended  at  15 
FR  86411.  Dec.  31,  1980;  56  FR  51974;  67  FK 
17611.  Apr.  11.  20021 

§53.11  Payments  arising  from  low 
pathogenie  avian  infnieim;  eondi- 
uonu  tor  paymeaL 

In  the  case  of  low  pathogenic  avian 
influenza  related  to  a  2002  disease  situ- 
ation in  Virginia  associated  with  the 
H5  or  H7  virus,  the  Administrator  may 
pay  claims,  subject  to  available  fund- 
ing, as  follows: 

(a)  For  contract  growers.  The  Adminis- 
trator may  pay  a  contract  grower  up  to 
100  percent  of  the  losses  Identified  in 
accordance  with  the  LPAI  compensa- 
tion plan,  up  to  the  amount  that  the 
owner  is  eligible  to  receive  before 
grower  compensation  is  deducted. 

(b)  For  oivners.  The  Administrator,  in 
accordance  with  §53.4.  may  pay  an 
owner  up  to  50  percent  of  the  value  of 
the  poultry  destroyed  plus  50  percent  of 
the  costs  of  destruction  and  disposal  of 
the  poultry,  in  accordance  with  the 
LPAI  compensation  plan,  minus  the 
amount  paid  in  accordance  with  parar 
graph  (a)  of  this  section  to  the  contract 
grower  of  that  poultry. 

(c)  Conditions.  Payments  to  be  made 
in  accordance  with  paragraph  (a)  or  (b) 
of  this  section  are  conditioned  on  each 
claimant's  complying  with  all  applica- 
ble requirements  of  this  part  and,  addi- 
tionally, agreeing  to  and  complying 
with  the  specific  conditions  set  forth  in 
the  "Avian  Influenza  Depopulation 
Agreement  '  regarding  cleaning  and 
disinfection,  restocking,  surveillance, 
and  other  dlseaiae  prevention  meaaaree. 

(Approved  by  the  0£fice  of  Management  and 
Budiret  under  control  number  0579-0208) 

167  FR  67095.  Nov.  4, 2002] 

PART  54— CONTROL  OF  SCRAPIE 

Sec. 

34.1  Definitions. 

54.2  Cooperative  sgreements  and  memo- 
randa of  understanding  with  States. 
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SubpcMt  A— Scrapie  indMnnMloallon 

Program 

54.3  Animals  eligible  for  indenmi^  pay- 
ments. 

54.4  Aiqpllcatioii  by  owners  for  Indemnity 

payments. 

54.5  Certification  by  ownei-s. 

54.6  Amount  of  indemnity  payments. 

54.7  Procedures  for  destruction  of  animals. 

54.8  Requirements  for  flock  plans  and  post- 
exposure manacrement  and  monitorlng- 
plans. 

54.9  Waiver  of  requirements  for  scrapie  con- 
trol pilot  projects. 

54.10  Tests  for  scrapie. 

54.11  Approval  of  laboratories  to  run  official 
scrapie  tests  and  official  g'enotype  tests. 

Subpart  B— Scrapie  Flock  Certification 
Program 

54.20  Administration. 

54.21  Participation. 

54.22  State  scrapie  certification  boards. 

AiTTHORiTY:  21  U.S.C.  111.  114.  114a.  and 
134.1  134h:  7  CFR  2.22.  2,8().  and  371.4. 

Suuuck:  66  FR  43982.  Aug.  21.  2001,  unless 
Otherwise  noted. 

§54.1  Dennitions. 

Accredited  veteritiarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  part  161  of  this 
chapter  to  perform  functions  specified 
in  subchapters  B,  C,  and  D  of  this  chap- 
ter. 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  employee  of  the 
United  States  Department  of  Agri- 
culture authorised  to  act  for  the  Ad- 
ministrator 

Animal.  A  sheep  or  goat. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Tn.spection  Service  of  the  T'nited 
States  Department  of  Agriculture. 

APHIS  representative.  An  individual 
employed  by  APHIS  in  animal  health 
activities  who  is  authorized  by  the  Ad- 
ministrator to  perform  the  function  in- 
▼olyed. 

Approved  laboratory.  A  laboratOTy  ap- 
proved by  the  Administrator  in  accord- 
ance with  §54.11  to  conduct  one  or 
more  scrapie  tests,  or  genotype  tests, 
on  one  or  more  tissues. 

.Approved  test.  A  test  for  the  diagnosis 
of  scrapie  approved  by  the  Adminis- 
trator for  use  in  the  scrapie  eradi- 


cation or  certification  program  in  ac- 
cordance with  §54.10. 

i4reo  veterinarian  in  charge.  The  vet- 
erinary official  of  APHIS  who  is  as- 
signed by  the  Administrator  to  super- 
vise and  perform  the  official  animal 
health  work  of  APHIS  in  the  State  con- 
cerned. 

Breed  association  and  registries.  Orga- 
nizations listed  in  §151.9  of  this  chapter 
that  maintain  the  permanent  records 
of  ancestry  or  pedigrees  of  animals  (In- 
cluding the  animal's  sire  and  dam).  In- 
dividual identification  of  animals,  and 
ownership  of  animals. 

Certificate.  An  olliciai  document 
issued  in  accordance  with  S79.5  of  this 
chapter  by  an  APHIS  representative, 
State  representative,  or  accredited  vet- 
erinarian at  the  point  of  origin  ot  an 
interstate  movement  of  animals. 

Commingle,  commingled,  commingling. 
Animals  grouped  together  and  having 
physical  contact  with  each  other,  In- 
clndlng  contact  Idirough  a  fence,  bat 
not  limited  contacts.  Conmilnerling 
also  includes  sharing  the  same  section 
in  a  transportation  unit  where  there  is 
physical  contact. 

Designated  scrapie  epidemiologist.  An 
epidemiologist  who  has  demonstrated 
the  knowledge  and  ability  to  perform 
the  ftanctions  required  and  who  has 
been  selected  by  the  State  a^nimn.! 
health  official  and  the  area  veteri- 
narian in  charge.  The  regional  epi- 
demiologist and  the  APHIS  National 
Scrapie  Program  Coordinator  must 
concur  in  the  selection  and  appoint- 
ment of  the  designated  scrapie  epi- 
demiologist. The  designated  scrapie 
epidemiologist  must  satisfactorily 
complete  training  designated  by 
APHIS. 

Destroyed.  (1)  Euthanized  by  means 
Other  than  slaughter,  and  the  carcass 
disposed  of.  by  means  authorised  lor 
the  Administrator;  or 

(2)  In  the  case  of  exj;>osed  or  high-risk 
animals  that  are  not  known  to  be  In- 
fected, either  euthanized  or  disposed  of 
by  slaughter:  or 

(3)  Moved  to  a  quarantined  research 
facility  if  the  movement  has  been  ap- 
proved by  the  Administrator. 

Electronic  implant.  Any  radio  fre- 
quency identification  implant  device 
approved  for  use  in  the  scrapie  program 
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by  the  AdmlnlBtrator.  The  Adminis- 
trator will  approve  an  electronic  im- 
plant after  determining  that  it  is  tam- 
per resistant,  not  harmful  to  the  ani- 
mal, and  readable  by  equipment  avail- 
able to  APHIS  and  State  repreeentar 
tlves. 

Exposed  animal.  (1)  Any  animal  that 
has  been  in  the  same  flock  at  the  same 
time  as  a  scrapie-positive  female  ani- 
mal, excliidinp:  limited  contacts:  or 

(2)  Any  animal  born  in  a  flock  after  a 
scrapie-positive  animal  was  born  into 
tbat  flock  or  lambed  In  tbat  flock,  if 
bom  before  that  flock  completes  the 
requirements  of  a  flock  plan:  or 

(3)  Any  animal  that  was  conuningled 
with  a  scrapie-positive  female  animal 
dwlng  or  up  to  30  days  after  she 
lambed,  kidded,  or  aborted,  or  while  a 
visible  vacrinal  discharge  was  present, 
or  that  was  commingled  with  any  other 
Bcrapie-poBitive  female  animal  for  24 
hours  or  more,  including  during  activi- 
ties such  as  shows  and  sales  or  while  in 
marketing  channels;  or 

(4)  Any  animal  in  a  noncompliant 
flock. 

Exftosed  flock.  Any  flock  in  which  a 
scrapie-positive  animal  was  born  or 
lambed.  Any  flock  that  currently  con- 
tains a  female  high-risk,  exposed,  or 
suspect  animal,  or  that  once  contained 
a  female  high-risk,  exposed,  or  suspect 
animal  that  lambed  in  the  flock  £^nd 
flrom  whidh  tissues  were  not  submitted 
for  official  testing  and  found  negative. 
A  flock  that  has  completed  a  post-ex- 
posuie  management  and  monitoring 
plan  following  the  exposure  will  no 
longer  be  an  exposed  flock. 

Flock.  All  animals  that  are  main- 
tained on  a  single  premises  and  all  ani- 
mals under  common  ownership  or  su- 
pervision on  two  or  more  premises  with 
animal  interchange  between  the  prem- 
ises. Changes  in  ownership  of  part  or 
all  of  a  flock  do  not  change  the  iden- 
tity of  the  flock  or  the  regulatory  re- 
quirements applicable  to  the  flock. 
Animals  maintained  temporarily  on  a 
premises  for  activities  such  as  shows 
and  sales  or  while  in  marketing  chan- 
nels are  not  a  flock.  More  than  one 
flock  may  be  maintained  on  a  single 
premises  if: 

(1)  The  flocks  are  enrolled  as  sepa^ 
rate  flocks  in  the  SFOP;  or 


(2)  A  State  or  APHIS  representative 
determines,  based  upon  examination  of 

flock  records,  that: 

(i)  There  is  no  interchange  of  animals 
between  the  flocks; 

(ii)  The  flocks  never  commingle  and 
are  kept  at  least  30  feet  apart  at  all 
times  or  are  separat  ed  by  a  solid  wall 
through,  over,  or  under  which  fluids 
cannot  pass  and  through  whicdi  contact 
cannot  occur: 

(iii)  The  flocks  have  separate  flock 
records  and  identification; 

(iv)  The  flocks  have  separate  lambing 
facilities,  Includlnsr  buUdings  and  pas- 
tures,  and  a  pasture  or  building  used 
for  lambing  by  one  flock  is  not  used  by 
the  other  flock  at  any  time;  and 

(v)  The  flocks  do  not  share  equip- 
ment without  cleaning  and  disinfection 
in  accordance  with  § 54.7(e).  Additional 
guidance  on  acceptable  means  of  clean- 
ing and  disinfection  is  also  available  in 
the  Scrapie  Flock  Certification  Pro- 
gram standards  and  the  Scrapie  Eradi- 
cation Uniform  Methods  and  Rules. 

Flock  of  origin.  The  flock  in  which  an 
animal  most  recently  resided  in  which 
it  either  was  born,  gave  birth,  or  was 
used  for  breeding  purposes.  The  deter- 
mination of  an  animal  s  flock  of  origin 
may  be  based  either  on  the  physical 
presence  of  the  animal  in  the  flock,  the 
presence  of  official  identification  on 
the  animal  traceable  to  the  flock,  the 
presence  of  other  Identification  on  the 
animal  that  is  listed  on  the  bill  of  sale, 
or  other  evidence,  such  as  registry 
records. 

Flock  plan.  A  written  flock  manage- 
ment agreement  signed  by  the  owner  of 

a  flock,  the  accredited  veterinarian,  if 
one  is  employed  by  the  owner,  and  a 
State  or  APHIS  representative  in 
which  each  participant  agrees  to  un- 
dertake actions  specified  in  the  flock 
plan  to  control  the  spread  of  scrapie 
from,  and  eradicate  scrapie  in,  an  in- 
fected fiook  or  source  flock  or  to  re- 
duce the  risk  of  the  occurrence  of 
scrapie  in  a  flock  that  contains  a  high- 
risk  or  an  exposed  animal.  As  part  of  a 
flock  plan,  the  flock  owner  must  pro- 
vide the  facilities  and  personnel  needed 
to  carry  out  the  requirements  of  the 
flock  plan.  The  flock  plan  must  include 
the  requirements  in  §S4.8(a)  through 
(1). 
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Flock  sire.  A  sexually  intact  male  ani- 
mal that  has  ever  been  used  for  breed- 
ing in  a  flock. 

High-risk  animal.  A  sexually  intact 
animal,  excluding  male  sheep  that 
have  tested  RR  at  codon  171  and  AA  at 
codon  136  using  an  official  genotype 
test,  that  is: 

(1)  The  progeny  of  a  scrapie-positiye 
dam;  or 

(2)  Born  in  the  same  flock  during  the 
same  lambing  season  as  xnrogeny  of  a 

scrapie-positive  dam.  unless  the  propr- 
eny  of  the  scrapie-positive  dam  are 
from  separate  contemporary  lambing 
groups;  or 

(3)  Born  in  the  same  flock  during:  the 
same  lambintr  season  that  a  scrapie- 
positive  animal  was  born,  or  during 
any  sulMsequent  lambing  season,  if  bom 
before  that  flock  completes  the  re- 
quirements of  a  flock  plan;  or 

(4)  An  exposed  female  sheep  that  has 
not  tested  QR,  HR,  or  RR  at  codon  171 
using  an  official  penotype  test. 

Infected  fhifk.  The  flock  of  ori^'-in  of  a 
female  animal  Liiat  a  State  or  APHIS 
representative  has  determined  to  be  a 
scrapie-positive  animal;  or  any  flock  in 
which  a  State  or  APHIS  representative 

has  determined  that  a  scrapie-positive 
female  animal  has  resided  unless  an 

epidemiologic  investigation  conducted 
by  a  State  or  APHIS  representative 
shows  that  the  animal  did  not  lamb  or 
abort  in  the  flock.  A  flock  will  no 
longer  be  considered  an  infected  flock 
after  it  has  completed  the  require- 
ments of  a  flock  plan. 

Limited  contacts.  Incidental  contacts 
between  animals  from  different  flocks 
off  the  flock  s  premises  such  as  at  fairs, 
shows,  exhibitions  and  sales;  between 
ewes  being  inseminated,  flushed,  or  im- 
planted; or  between  rams  at  ram  test 
or  collection  stations.  Embryo  transfer 
and  artificial  insemination  equipment 
and  surgical  tools  must  be  sterilized 
between  animals  for  these  contacts  to 
be  considered  limited  contacts.  Lim- 
ited contacts  do  not  include  any  con- 
tact, incidental  or  otherwise,  with  ani- 
mals in  the  same  flock  or  with  a  fe- 
male animal  during  or  up  to  30  days 
after  she  lambed,  kidded  or  aborted  or 
when  there  is  any  visible  vaginal  dis- 
charge. Limited  contacts  do  not  in- 
clude any  activity  where  uninhibited 
<^ntact  occurs,  such  as  sharing  an  en- 
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closure,  sharinp  a  section  of  a  trans- 
port vehicle,  or  residing  in  other  flocks 
for  breeding  or  other  purposes.  Exam- 
ples of  limited  contacts  may  be  foiiad 
in  the  Scrapie  Flock  OertlftcAtion  Fto- 
gram  standards. 

Live-animal  screening  lest.  Any  test  for 
the  diagnosis  of  scrapie  In  a  live  anl- 
mal  that  is  approved  by  the  Adminis- 
trator as  usually  reliable  but  not  defin- 
itive for  diagnosing  scrapie,  and  tliat  is 
conducted  in  a  laboratory  approved  by 
the  Administrator.^ 

Mortgage.  Any  mortgage,  lien,  or 
other  security  or  interest  held  by  any 
person  other  than  the  one  claiming  in- 
demnity. 

National  Scrapie  Database.  A  database 
designated  by  the  Administrator  in 
wiiich  APHIS  and  State  animal  health 
agencies  cooperatively  enter  data  con- 
cerning scrapie  outbreaks,  flocks  and 
premises  affected  by  scrapie,  individual 
animal  identification  and  premises 
identification  data,  and  other  data  to 
support  the  Scrapie  Eradication  Pro- 
gram and  the  Scrapie  Flock  Certifi- 
cation Program. 

National  Veterinary  Services  Labora- 
tories (NVSL).  The  National  Veterinary 
Services  Laboratories.  APHIS.  U.S.  De- 
partment of  Agriculture,  or  an  NVSL 
cooperating  or  contract  laboratory. 


'The  names  and  addresses  of  laboratories 
approved  by  the  Administrator  to  conduct 
live-animal  screening  tests  will  be  published 
in  the  Noti  •  Section  of  the  FEDERAL  REG- 
ISTER. A  lii5t  of  approved  laboratories  is  also 
available  upon  request  from  the  Animal  and 
Plant  Health  In.spection  Servii  e.  Veterinary 
Services,  National  Animal  Health  Programs 
Staff.  4700  lUver  Road  TTnlt  43,  Rlverdale,  MD 
20737-1235.  State.  Federal,  and  university  lab- 
oratories will  be  approved  by  the  Adminis- 
trator when  he  or  she  determines  that  the 
laboratory:  (a)  Employs  personnel  trained  by 
the  National  Veterinary  Services  Labora- 
tories assigned  to  supervise  the  testing;  (b) 
follows  standard  test  protocols;  (c)  meets 
check  test  proficiency  requirements;  and  (d) 
will  report  all  test  results  to  State  and  Fed- 
eral animal  health  offu  ials.  Before  the  Ad- 
ministrator may  withdraw  approval  of  any 
laboratory  for  failure  to  meet  any  of  these 
conditions,  the  .^dnilnihiriato:  rtiust  give 
written  notice  of  the  proposed  withdrawal  to 
the  director  of  the  laboratory  and  must  give 
the  director  an  opportunity  to  respond.  If 
there  are  conflicts  as  to  any  material  £act,  a 
hearing  will  be  held  to  resolve  tbe  oonfUote. 
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NoncumpHant  flock.  (1)  Any  source  or 
infected  flock  whose  owner  declines  to 
enter  into  a  flock  plan  or  post-exposure 
management  and  monitoring  plan 
agreement  within  90  days  of  being  so 
desigrnated.  or  whose  owner  is  not  in 
compliance  with  either  agreement: 

(2)  Any  exposed  flock  whose  owner 
falls  to  make  animals  available  for 
testing  within  60  days  of  notification, 
or  as  mutually  agreed,  or  whose  owner 
fails  to  submit  required  postmortem 
samples; 

(3)  Any  flock  whose  owner  has  mis- 
represented, or  who  employs  a  person 
who  has  misrepresented,  the  scrapie 
status  of  an  animal  or  any  other  infor- 
mation  on  a  certificate,  permit,  owner 
statement,  or  other  official  docmnent 
within  the  last  5  years;  or 

(4)  Any  flock  wliose  owner  or  man- 
ager has  moved,  or  who  employs  a  per- 
son who  has  moved,  an  animal  in  viola- 
tion of  this  chapter  within  the  last  5 
years. 

Official  genotype  test.  Any  test  to  de- 
termine the  genotype  of  a  live  or  dead 
animal  that  is  conducted  at  either  an 
approved  laboratory  or  at  the  National 
Veterinary  Services  Laboratories, 
when  the  animal  is  officially  identified 
and  the  samples  used  for  the  test  are 
collected  and  shipped  to  the  laboratory 
by  either  an  accredited  veterinarian  or 
a  Rtale  or  APHIS  representative 

Ofjicial  test.  Any  test  for  the  dias"- 
nosis  of  scrapie  in  a  live  or  dead  animal 
that  is  aiyinx>ved  by  the  Administrator 
for  that  use  and  conducted  either  at  an 
approved  laboratory  or  at  the  National 
Veterinary  Services  Laboratories. 

Oumer.  A  person,  partnership,  com- 
pany, corporation,  or  any  other  legal 
entity  who  has  legal  or  rightful  title  to 
animals,  whether  or  not  they  are  sub- 
ject to  a  mortgage. 

Post-exposure  management  and  moni- 
toring plan.  A  written  agreement  signed 
by  the  owner  of  a  ilock,  any  accredited 

veterinarian  employed  by  the  owner. 

and  a  State  or  APHIS  representative  in 
which  each  participant  agrees  to  un- 
dertake actions  specified  in  the  agree- 
ment to  monitor  for  the  occurrence  of 
scrapie  in  the  flock  for  at  least  5  years 
after  the  last  high-risk  or  scrapie-posi- 
tive  animal  is  removed  from  the  flock 
or  after  the  last  exposure  of  the  flock 
to  a  scraple-positlve  animal,  unless 


otherwise  specified  by  a  State  or 

APHIS  representative.  As  part  of  a 
post-exposure  management  and  moni- 
toring plan,  the  flock  owner  must  pro- 
vide the  facilities  and  personnel  needed 
to  carry  out  the  requirements  of  the 
plan.  The  plan  must  include  the  re- 
quirements in  §54.8. 

Scrapie  control  pilot  prafect.  A  pilot 
project  authorized  by  the  Adminis- 
trator in  writing,  designed  to  test  or 
improve  program  procedures  or  to  fa- 
cilitate research,  in  order  to  control 
and  eradicate  scrapie.  In  addition  to 
APHIS,  participants  may  include  State 
animal  health  agencies,  flock  owners, 
and  other  parties  as  necessary* 

Scrapie  Ercuiication  Program.  The  co- 
operative State-Federal  program  ad- 
ministered by  APHIS  and  Consistent 
States  to  control  and  eradicate  scrapie. 

Scrapie  Eradication  Uniform  Methods 
and  Rules  (UM&R).  Cooperative  proce- 
dures and  standards  adopted  by  APHTS 
and  Consistent  States  for  controlling 
and  eradlca^ng  scrapie.  The  UMAOl 
will  be  reviewed  at  least  annually  by 
representatives  of  the  livestock  indus- 
try and  appropriate  State  and  Federal 
agencies  and  tiie  public  and  will  be  re- 
vised.  and  published  as  needed  by 

APHIS. 

Scrapie  Floek  Certification  Program 
(SFCP).  The  CO  operative  Federal-State- 
industry  voluntary  program  for  1«he 
control  of  scrapie  conducted  in  accord- 
ance with  this  subpart. 

Scrapie  Flock  Certification  Program 
Standards.  Cooperative  procedures  and 
standards  adopted  by  APHIS  and  State 
scrapie  certification  boards  for  reduc- 
ing the  incidence  and  controlling  the 
spread  of  scrapie  through  flock  certifl- 
cation.2 

Scrapie-positive  animal.  An  animal  for 
which  a  diagnosis  of  scrapie  has  been 
made  by  the  National  Veterinary  Serv- 

ices  Laboratories  or  another  labora«- 
tory  authorized  by  the  Administrator 
to  conduct  scrapie  tests  in  accordance 
with  this  part,  through: 


? Individual  copies  of  the  .Scrapie  Flock 
Certification  Program  standards  may  be  ob- 
tained on  the  World  Wide  Web  at  URL  tattp:/ 
/www. aphis. usda. sov  V?  scrapie,  or  from  the 
Animal  and  Plant  Health  Inspection  Service, 
National  Animal  Healtli  Programs  Staff,  4700 
River  Road  Unit  48,  Rlverdale,  MD  30797-1286. 
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(1)  Hlstopatholoi^kal  examination  of 
central  nervous  system  (CNS)  tissues 
from  the  antmal  for  characteristic  mi- 
croscopic  lesiODB  of  scrapie; 

(2)  The  use  of  proteinase-reslstant 
protein  analysis  methods  including  but 
not  limited  to  inmiimohlstochemistry 
and/or  western  blotting  on  CNS  and/or 
peripheral  tissue  samples  from  a  live  or 
a  dead  animal  for  which  a  given  meth- 
od lias  been  approved  by  the  Adminis- 
trator for  use  on  that  tissue; 

(3)  Bioassay; 

(4)  Scrapie  associated  fibrils  (SAF) 
detected  by  electron  microscopy;  or 

(5)  Any  other  test  method  approved 
by  the  Administrator  in  accordance 
with  §54.10.3 

Separate  contemporary  UxmMng  groups. 

To  be  a  separate  contemporary 
lambing  group,  the  group  must  be 
maintained  separately  such  that  the 
animals  cannot  come  into  phjrsical 
contact  with  other  lambs,  kids,  ewes  or 
does  or  birth  fluids  or  placenta  from 
other  ewes  or  does.  This  separate  main- 
tenance must  preclude  contact  through 
a  fence,  during  lambing  and  for  60  days 
following  the  date  the  last  lamb  or  kid 
is  born  in  a  lambing  season,  and  must 
preclude  using  the  same  lambing  iiscil- 
ity  as  other  ewes  or  does,  unless  the 
lambing  facility  is  cleaned  and  dis- 
infected   under    supervision    by  an 


^The  names  and  addresses  of  laboratories 
approved  by  the  Administrator  to  conduct 
tests  are  published  in  the  Notices  Section  of 
the  FEDERAL  REGISTER.  A  list  of  approved 
laboratories  is  also  available  upon  request 
from  the  Animal  and  Plant  Health  Inspec- 
tion Service.  Veterinary  Services.  National 
Animal  Health  Programs  Staff,  4700  River 
Road  Unit  43.  Riverdale.  MD  20737-1235. 
State.  Federal,  and  university  laboratories 
will  be  approved  by  the  Administrator  when 
he  or  she  determines  that  the  laboratory:  (a) 
Employs  personnel  tiained  by  the  National 
Veterinary  Services  Laboratories  assifoied  to 
supervise  the  testing;  (b)  follows  standard 
test  protocols:  (c)  meets  check  test  pro- 
ficiency requirements;  and  (d)  will  report  all 
test  results  to  State  and  Federal  animal 
health  officials.  Before  the  Administrator 
may  withdraw  approval  of  any  laboratory  for 
failure  to  meet  any  of  these  conditions,  the 
Admini.stratr  must  Rivi-  written  notice  of  the 
proposed  withdrawal  to  the  director  of  the 
laboratory  and  must  grive  the  director  an  op- 
portunity to  respond.  If  there  are  conflicts  as 
to  any  material  fact,  a  hearing  will  be  held 
to  resolve  the  conflict. 


APHIS  representative.  State  reprosont- 
atlve,  or  an  accredited  veterinarian  be- 
tween lamblngs  in  accordance  with 
§  54.7(e).  Additional  guidance  on  accept- 
able means  of  cleaning  and  disinfection 
is  also  available  in  the  Scrapie  Flock 
Certification  Program  standards  and 
the  Scrapie  Eradication  Uniform  Meth- 
ods and  Rules.  The  flock  owner  must 
maintain  adequate  records  to  docu- 
ment which  animals  were  maintained 
in  each  contemporary  lambing  group 
and  to  document  when  cleaning  and 
disinfection  was  performed  and  who  su- 
pervised it. 

Slaughter  channels.  Animals  in 
slaughter  channels  include  any  animal 
that  is  sold,  transferred,  or  moved  ei- 
ther directly  to  a  slaughter  facility,  to 
an  individual  for  custom  slaugrhter,  or 
for  feeding-  for  the  express  purpose  of 
improving  the  animals'  condition  for 
movement  to  slaughter.  Any  sexually 
intact  animal  that  is  oomminflrled  with 
breeding  animals  or  that  has  been  bred 
is  not  in  slaughter  channels.  When  sell- 
ing animals  for  slaughter,  owners 
should  note  on  the  hill  of  sale  that  the 
animals  are  sold  only  for  slaughter. 

Source  flock.  A  flock  in  which  a  State 
or  APHIS  representative  has  deter- 
mined that  at  least  one  animal  was 
born  that  was  diagnosed  as  a  scraple- 
positive  animal  at  an  age  of  72  months 
or  less.  The  determination  that  an  ani- 
mal was  bom  in  a  flock  will  be  based 
on  such  Information  as  the  presence  of 
official  identification  on  the  animal 
traceable  to  the  flock,  the  presence  of 
other  identification  on  the  animal  that 
is  listed  on  the  bill  of  sale,  or  other  evi- 
dence, such  as  registry  records,  to  show 
that  a  scrapie-positive  animal  was  bom 
in  the  flock,  combined  with  the  ab- 
sence of  records  indicating  that  the 
animal  was  purchased  from  outside  and 
added  to  the  flock.  If  DNA  from  the 
animal  was  previously  collected  by  an 
accredited  vpterinarian  and  stored  at 
an  approved  genotyping  laboratory,  or 
If  DNA  collection  and  storage  are  re- 
quired for  breed  registration  and  the 
breed  registration  has  appropriate  safe- 
guards in  place  to  ensure  the  integrity 
of  the  banking  process,  the  owner  may 
request  verification  of  the  animal's 
Identity  based  on  DNA  comparison  if 
adequate  records  and  identification 
have  been  maintained  by  the  owner  and 
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the   repository  to   show  that  the 

archived  DNA  is  that  of  the  animal 
that  has  been  traced  to  the  flock.  The 
owner  will  be  responsible  for  all  costs 
for  the  DNA  comparison.  A  flock  will 
no  longer  be  a  source  flock  after  it  has 
completed  the  requirements  of  a  flock 
plan. 

State.  Each  of  the  SO  States,  the  Dis- 
trict of  Columbia,  the  Northern  Mar- 
iana Islands.  Puerto  Rico,  and  all  terri- 
tories or  possessions  of  the  United 
States. 

State  representative.  An  individual  em- 
ployed in  animal  health  activities  by  a 
State  or  a  political  subdivision  of  a 
State  and  who  is  authorized  by  the 
State  or  political  subdivision  to  per- 
form the  ftmction  involved. 

Suspect  animal.  An  animal  will  be  des- 
ignated a  suspect  animal  in  accordance 
with  §79.4  of  this  chapter  if  it  is: 

(1)  A  sheep  or  goat  that  exhibits  any 
of  the  folio  win?  possible  si  ens  of 
scrapie  and  that  has  been  determined 
to  be  suspicions  for  scrapie  by  an  ac- 
credited veterinarian  or  a  State  or 
APHIS  representative:  Weight  loss  de- 
spite retention  of  appetite;  behavioral 
abnormalities;  pruritus  (Itchlner);  wool 
pulling;  biting  at  legs  or  side;  lip 
smacking-:  motor  abnormalities  such  as 
incoordination,  Mgh  stepping  gait  of 
forelimbs,  bunny  hop  movement  of  rear 
legs,  or  swaying  of  back  end;  increased 
sensitivity  to  noise  and  sudden  move- 
ment; tremor,  "star  gazing,"  head 
pressing,  recumbency,  or  other  signs  of 
neurological  disease  or  chronic  wast- 
ing. 

(2)  A  sheep  or  goat  that  has  tested 
positive  for  scrapie  or  for  the  pro- 
teinase resistant  protein  associated 
with  scrapie  on  a  live-animal  screening 
test  or  any  other  test,  unless  the  ani- 
mal is  designated  a  scrapie-positive 
animal. 

(3)  A  sheep  or  goat  that  has  tested  in- 
conclusive or  suggestive  on  an  olUcial 
test  for  scrapie. 

UnofficUU  test.  Any  test  for  the  diag- 
nosis of  scrapie  or  for  the  detection  of 
the  proteinase  resistant  protein  associ- 
ated with  scrapie  in  a  live  or  dead  ani- 
mal that  either  has  not  been  approved 
by  the  Administrator  or  that  was  not 
conducted  at  an  approved  laboratory  or 
at  the  National  Veterinary  Services 
Laboratories. 


§64^  Cooperative    apreeiiMMits  and 
memoranda  of  iiiinffl  stnndiiig  with 

States. 

APHIS  will  execute  cooperative 
agreements  andor  memoranda  of  un- 
derstanding with  the  animal  health 
agency  of  any  State  in  order  to  coop- 
eratively administer  the  Scrapie  Eradi- 
cation Program  and  the  Scrapie  Flock 
Certification  Program  within  that 
State.  These  agreements  will  describe 
the  respective  roles  of  APHIS  and 
State  p'Tsonnel  in  implementing  the 
Scrapie  Eradication  Program  and  the 
Scrapie  Flock  Certlflcatlon  Program. 
Each  agreement  may  specify  the  flnan- 
cial.  material,  and  personnel  resources 
to  be  committed  to  these  programs  and 
other  scrapie  control  measures  by 
APHIS  and  the  State;  assign  specific 
activities  related  to  the  control  of 
scrapie  within  a  State  to  APHIS  or 
State  personnel;  establish  schedules  for 
APHIS  representatives  or  State  rep- 
re.'^entatives  to  visit  flocks:  establish 
procedures  for  maintaining  and  sharing 
program  records  specified  in  this  part, 
and  specify  other  responsibilities  of 
State  representatives  and  APHIS  rep- 
resentatives in  support  of  the  Scrapie 
Eradication  Program  and  the  Scrapie 
Flock  Certification  Program. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  Q679-0101) 

Subpart  A—Scrapie 
Indemnification  Program 

§54.8  Animals  eUglMe  tor  indemnity 

paj^ents. 

(a)  Indemnity  may  be  paid  for  an  ani- 
mal only  after  the  owner  of  the  animal 
has  tpp  led  for  Indemnification  and 
been  approved  in  accordance  with  §54.4. 
Indemnity  may  be  paid  only  for  the  fol- 
lowing: 

(1)  Destruction  of  high-risk  animals; 

(2)  Destruction  of  animals  based  on 

an  epidemiologic  investig-ation.  when 
the  Administrator  determines  that  the 
destruction  of  these  animals  will  con- 
tribute to  the  eradication  of  scrapie; 

(3)  Destruction  of  live  scrapie-posi* 
tive  animals: 

(4)  Destruction  of  animals  that  test 
poisittTe  on  a  live-aaisial  screening 
test;  and  i 
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(5)  Destruction  of  suspect  animals 
that  are  destroyed  at  the  request  of  an 
APHIS  representative. 

(b)  No  indemnity  will  be  paid  for  an 
animal  if  the  owner  of  the  animal  falls 
to  provide  APHIS,  within  30  days  of  re- 
quest, animal  registration  certificates, 
8ftle  and  movement  records,  or  other 
records  requested  in  accordance  with 
§54.5.  No  indemnity  will  he  paid  until 
the  premises,  including  all  structures, 
holding  faoilities,  oonveyanoes,  and 
materials  contaminated  because  of  oc- 
cupation or  use  by  the  depopulated  ani- 
mals, have  been  projperly  cleaned  and 
disinfected  In  accordance  with  154.7(e). 
Additional  g^uidanre  on  acceptable 
means  of  cleaning^  and  disinfection  is 
also  available  in  the  Scrapie  Flock  Cer- 
tification Program  standards  and  lAe 
Scrapie  Eradication  Uniform  Methods 
and  Rules.  Premises  or  portions  of 
pi'emises  may  be  exempted  from  the 
cleaning  and  disinfecting  requirements 
if  a  designated  scrapie  epidemiologist 
determines,  based  on  epidemiologic  in- 
vestigation, that  cleaning  and  disinfec- 
tion of  such  buildings,  holding  facili- 
ties, conveyances,  or  other  materials 
on  the  premises  will  not  sig^nificantly 
reduce  the  risk  of  the  spread  of  scrapie, 
either  because  effective  disinfection  is 
not  possible  or  because  the  normal  op- 
erations on  the  premises  prevent  trans- 
mission of  scrapie.  No  indenmity  will 
be  paid  to  an  owner  if  the  owner  aasem^ 
bled  or  increased  his  flock  for  the  pur- 
pose of  collecting  or  increasing  indem- 
nity. 

S54.4  Application  by  owners  for  In* 

demnity  payments. 

(a)  Normally,  an  application  for  in- 
demnification will  be  initiated  by  a 

State  or  APHIS  representative  who  is 
working  with  the  owner  of  a  flock  that 
has  already  been  determined  to  be  an 
Infected  flock  or  source  flock,  or  that 
is  already  under  a  State  movement  re- 
striction. In  such  cases,  the  flock 
owner  will  confirm  information  about 
the  flock's  eligibility  for  indemnity 
that  is  contained  in  the  application 
submitted  by  the  State  or  APHIS  rep- 
resentative. However,  the  owner  of  any 
flock  may  apply  directly  to  receive  In- 
demnification by  submitting  to  the  Ad- 
ministrator a  written  request  con- 
taining the  following  information; 


(1)  Name,  address,  and  social  security 
number  of  the  flock  owner; 

(2)  Number  and  breed(s)  of  animals  in 
tttB  flock,  including  a  current  inven- 
tory; 

(3)  Location  of  flock  premises; 

(4)  Reasons  the  owner  believes  ani- 
mals in  his  or  her  flock  may  be  eliglUe 

for  indemnification,  including  any  di- 
agnosis of  scrapie  made  for  animals  in 
the  flock;  any  signs  of  scrapie  observed 
in  the  flock  by  the  owner;  and  any 
movement  of  animals  into  the  flock 
from  flocks  infected  with  or  exposed  to 
scrapie; 

(5)  A  copy  of  the  registration  papers 

is.sued  in  the  name  of  the  owner  for  any 
registered  animals  in  the  flock  (reg- 
istration papers  are  not  required  for 
the  pasrment  of  indemnity  for  animals 
that  are  not  registered).  If  the  registra- 
tion papers  are  unavailable,  the  owner 
may  choose  to  accept  a  lesser  indem- 
nity in  accordance  with  954.6(bK2)  or 
the  area  veterinarian  in  charge  may 
grant  a  60-day  extension  or  the  Admin- 
istrator may  grant  an  extension  longer 
than  00  days  for  the  preeentation  of 
registration  papers;  and 

(6)  .^ignffl  release  letters  addressed  to 
any  sheep  or  goat  registry  associations 
that  maintain  records  of  the  owbat's 
sheep  or  goats  requesting  the  associa- 
tions to  release  to  APHIS  all  records 
maintained  by  the  association  on  sheep 
or  goats  currently  or  formerly  owned 
by  the  applicant. 

(b)  APHIS  will  evaluate  each  applica- 
tion to  determine  whether  the  owner's 
flock  contains  animals  eligible  for  in- 
demnity in  accordance  with  154.8. 

S64J(  C«rtific«tionbyawn«n. 

Before  any  indemnity  Is  paid  to  an 

owner,  the  owner  must  sign  a  written 
agreement  with  APHIS,  certifying  the 
following: 

(a)  The  owner  will  make  available  for 

review  upon  request  by  a  State  or 
APHIS  representative  all  bills  of  sale, 
pedigree  registration  certificates,  and 
other  records  regarding  movement  of 
animals  into  and  from  the  flock: 

(b)  If  the  owner  maintains  any  flock 
after  the  payment  of  indemnity  or  ac- 
quires a  new  flock  that  is  housed  on 
the  same  premises  within  5  years  after 
the  last  high-risk  or  scraple-positlve 
animal  is  removed,  the  owner  will 
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maintain  the  flock  in  aooordance  with 
a  post-exposure  manag-ement  and  moni- 
toring plan  for  5  years; 

(c)  If  the  animal  for  which  indemnity 
iB  paid  is  subject  to  any  mortgagre,  the 
owner  consents  to  the  payment  of  the 
indemnity,  up  to  the  value  of  ihe  mort- 
gage, to  the  personcs)  holding  the 
mortgage; 

(d)  That  the  animal  may  be  removed 
to  a  U.S.  Department  of  Agriculture  fa- 
cility or  a  quarantined  research  facil- 
ity* slaughtered,  or  evthanized  and 
necropsied  and  tissues  removed  for  di- 
agnostic or  other  purposes. 

S644I  Amoimt  <rf indemnity  paymmts. 

(a)  Indemnity  paid  for  sheep  in  ac- 
cordance with  §54.3  will  be  set  based  on 
the  following  price  reports  published 
by  the  Agricultural  Marketing  Sendee 
(AMS).  If  pricing  information  is  un- 
available from  these  markets  du^'inur  a 
given  week  or  month  or  if  the  numbers 
of  animals  sold  are  too  low  to  give  an 
accurate  market  value,  the  preceding 
week  or  month's  value  will  be  used. 
The  AMS  reports  from  the  most  recent 
week  or  month  prior  to  the  date  APHIS 
offers  to  pay  an  owner  indemnity  shall 
be  used  to  calculate  the  indemnity  for 
that  owner's  sheep; 

(1)  The  weekly  weighted  average 
Ohoioe/Prime  slaughter  lamb  price  per 
pound  at  Greeley.  CO. 

(2)  The  weekly  weighted  averag-e 
Utility  slaughter  ewe  price  per  pound 
at  San  Angelo,  TX; 

(3)  The  monthly  weighted  averatro 
commercial  western  ewe  lamb  replace- 
ment price  per  head; 

(4)  The  monthly  weighted  average 
commercial  western  yearling  ewe  re- 
placement price  per  head; 

(5)  The  monthly  weighted  average 
commercial  western  running  age  ewe 
price  per  head. 

(6)  The  monthly  weighted  average 
commercial  western  a^ed  ewe  price  per 

head. 

Cb)  For  animals  under  1  year  of  age, 
the  basic  indemnity  shall  equal  the 
price  per  pound  from  paiagraph  (a)(1) 
Of  this  section  times  the  greater  of  60 
lbs  or  the  actual  weight  of  the  animal; 
except  that,  for  ewe  lambs  under  1  year 
of  age,  the  indemnity  shall  equal  the 
per-head  prloe  from  paragraph  (a)(8)  of 
this  section  if  that  price  is  higher.  For 


sexually  intact  sheep  8  years  of  age  or 
older  and  castrated  animals  1  year  of 
age  or  older,  the  basic  indemnity  shall 
equal  the  price  per  pound  from  para- 
graph (a)(2)  of  this  section  times  160, 
based  on  an  average  weight  of  150  lbs. 
For  sexually  intact  sheep  at  least  1 
yeai-  of  age  and  under  2  years  of  age, 
the  indemnity  shall  equal  the  greater 
of  the  price  per  head  from  paragraph 
(a)(4)  of  this  section,  or  the  price  per 
pound  from  paiagraph  (a)(2j  of  this  sec- 
tion times  150,  based  on  an  average 
weight  of  150  lbs.  For  sexually  intact 
sheep  at  least  2  years  of  age  and  under 
6  years  of  age,  the  basic  indemnity 
shall  equal  the  greater  of  the  price  per 
head  from  paragraph  (a)(5)  of  this  sec- 
tion or  the  price  per  pound  from  para- 
graph (a)(2)  of  this  section  times  150, 
based  on  an  average  weight  of  160  lbs. 
For  sexually  intact  sheep  at  least  6 
years  of  age  and  under  8  years  of  age. 
the  basic  indemnity  will  equal  the 
greater  of  the  price  per  head  from  para- 
graph (a)(6)  of  this  section  or  the  price 
per  pound  from  paragraph  (a)(2)  of  this 
section  times  150,  based  on  an  average 
weight  of  150  lbs.  A  premium  shall  be 
added  to  the  basic  indemnity  for  each 
registered  animal,  equal  to  $100  for 
each  registered  animal  under  1  year  of 
age,  $200  for  each  registered  animal  at 
least  1  year  of  age  and  under  4  years  of 
age.  and  $100  for  each  registered  animal 
at  least  4  years  of  age  and  under  8 
years  of  age.  An  additional  premium  of 
$50  will  be  added  to  the  basic  indem- 
nity for  each  flock  sire.  The  owner 
must  provide  adequate  records  to  qual- 
ify for  these  premiums.  When  tiie  ani- 
mals to  be  indemnified  are  goats,  or 
are  sheep  that  fall  outside  the  clas.ses 
covered  previously  in  this  paragraph, 
the  Administrator  may  take  into  con- 
sideration the  producer's  purchase 
records  and  sales  records  for  the  pre- 
ceding 12  to  24  months  in  determining 
llie  indenmiLy  amount,  but  the  indem- 
nity shall  not  ezoeed  the  maximum  in- 
demnity  calculated  for  registered  sheep 
in  accordance  with  this  section. 

(1)  If  records  and  identification  are 
inadequate  to  determine  the  actual  age 
of  animals,  an  APHIS  or  State  rep- 
resentative will  count  all  sexually  in- 
tact animals  that  are  apparently  under 
1  srear  of  age,  and  those  that  are  appar- 
ently at  least  1  and  under  2  srears  of 
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age,  based  on  examination  of  their 
teeth,  and  the  indeninity  for  these  ani- 
mals win  be  calculated.  The  total  num- 
ber of  these  animals  will  be  subtracted 
from  the  total  number  of  sexually  in- 
tact animals  in  the  group  to  be  indem- 
nified, and  indemnity  for  the  remain- 
der will  be  calculated  based  on  the  as- 
sumption that  the  remainder  of  the 
flock  is  80  percent  aged  2  to  6  years  and 
20  percent  Aged  6  to  8  years. 

(2)  Any  animal  that  Is  not  regrlstered 
at  the  time  indemnity  is  first  offered, 
but  is  eligible  to  be  registered,  will  re- 
ceive the  registered  animal  premium 
reduced  by  S50. 

(c)  For  animals  destroyed  by  slaugh- 
ter, the  owner  will  retain  the  salvage 
vcUue  (the  amount  paid  by  a  slaughter 
plant  for  the  animal)  of  the  animals  in 
lieu  of  receiving  the  base  indemnity.  If 
the  salvage  value,  less  transport  costs, 
is  less  than  the  base  indemnity,  APHIS 
will  pay  the  owner  the  difference. 
APHIS  will  also  indemnify  the  owner 
in  the  amount  of  any  registered  animal 
or  flock  sire  premiums  for  which  the 
animal  qualifies. 

id)  If  the  owner  disagrees  with  the 
average  weight  estimate,  he  may  have 
the  sheep  weighed  at  a  public  scale  at 
his  own  expense,  provided  that  the 
shppp  may  not  rome  in  contact  with 
other  sheep  or  goats  during  movement 
to  the  public  scales,  and  will  be  paid 
based  on  the  actual  welfiTht  times  the 
AMS  weekly  average  price. 

(e)  Indemnity  will  be  paid  to  an 
owner  only  for  animals  actually  in  a 
flock  at  the  time  indemnity  is  first  of- 
fered. Animals  removed  from  the  flock 
as  part  of  a  post-exposure  management 
and  monitoring  plan  will  be  paid  in- 
demnity based  on  the  AMS  average 
prices  ;\t  tln^  time  an  .^PHTS  I'epresent- 
ative  designates  the  animals  for  re- 
moval. 

§54.7   Procedures  for  destruction  of 

(a)  Scrapie-positive  and  suspect  ani- 
mals for  which  indemnification  is 
sought  must  be  flestroyed  on  the  prem- 
ises where  they  are  held,  pastured,  or 
penned  at  the  time  indemnity  Is  ap- 
proved or  moved  to  an  approved  re- 
search facility,  unless  the  .\PHIS  rep- 
resentative involved  approves  in  ad- 
vance of  destrttcti<m  movinff  the  ani- 
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mals  to  another  location  for  destruc- 
tion. Animals  that  are  not  scrapie-posi- 
tive or  suspect  animals  for  which  in- 
demnificatinn  is  sought  may  be: 

(1)  Slaughtered  when  moved  in  ac- 
cordance with  part  79  of  this  chapter 
and  with  the  prior  written  approval  of 
the  APHIS  representative  involved; 

(2)  Destroyed  on  the  premises  where 
they  are  held,  pastured,  or  penned  at 
the  time  Indemnity  Is  approved; 

(3)  Moved  to  an  approved  research  fs^ 
cility;  or 

(4)  Moved  to  another  location  for  de- 
struction if  an  APHIS  representative 
approves  the  movement  in  advance. 

(b)  The  carcasses  of  animals  de- 
stroyed in  accordance  with  this  section 
are  authorized  by  the  Administrator  to 
be  buried,  incinerated,  or  disposed  of 
by  other  methods  in  accordance  with 
local.  State,  and  Federal  laws.  The  car- 
casses of  scrapie-positive  and  suspect 
animals  may  not  be  processed  for 
human  or  animal  food. 

(c)  The  destruction  of  animals  and 
disposition  of  their  carcasses  in  accord- 
ance with  this  part  must  be  monitored 
by  an  APHIS  representative  who  will 
prepare  and  transmit  to  the  Adminis- 
trator a  report  Identifying  the  animals 
and  showing  their  disposition. 

(d)  APHIS  may  pay  the  reasnnablp 
costs  of  disposal  for  scrapie-positive 
and  suspect  animals  that  are  indem- 
nified. To  obtain  reimbursement  for 
disposal  costfi.  animal  owners  must  ob- 
tain written  approval  of  the  disposal 
costs  ft'om  APHIS,  prior  to  disposal. 
The  Administrator  may  also  authorise 
payment  of  up  to  half  the  reasonable 
disposal  costs  for  animals  that  are  eli- 
gible to  be  destroyed  by  slaughter 
under  this  section  but  for  which 
slaughter  is  not  a  practical  or  cost  effi- 
cient means  of  disposal;  Provided  that, 
APHIS  may  pay  more  than  one-half 
the  ex|>enses  when  the  Administrator 
determines  that  doing  so  will  con- 
tribute to  scrapie  eradication.  For  re- 
imbursement to  be  made,  the  owner  of 
the  animals  must  present  the  area  vet- 
erinarian in  charge  with  a  copy  of  ei- 
ther a  receipt  for  expenses  paid  or  a 
bill  for  services  rendered.  Any  bill  for 
services  rendered  by  the  owner  must 
not  be  greater  than  the  normal  fee  for 
similar  services  provided  by  a  conmier- 
cial  hauler  or  disposal  facility. 
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(e)  Cleaning  and  disinfection  of  prem- 
ises and  equipment.  When  required, 
cleaning  and  disinfection  sliall  be  con- 
ducted under  the  supervision  of  a  State 
or  APHIS  representative  as  follows. 
Additional  guidance  on  acceptable 
means  of  cleaning  and  disinfection  is 
also  available  in  the  Scrapie  Flock  Cer- 
tification PFOgram  standards  and  the 
Scrapie  Eradication  Uniform  Methods 
and  Rules: 

(1)  Drylot  areas.  When  required,  re- 
move the  manure  and  top  1-2  inches  of 
soil  to  reduce  contamination.  Bury,  till 
under,  or  compost  the  removed  mate- 
rial in  areas  not  accessed  by  domestic 
animals  or  wildlife. 

(3)  Cement,  wood,  metal,  and  other  non- 
earth  surfaces,  tools,  equipment,  instru- 
ments, feed,  hay,  bedding,  and  other  ma- 
terials. Remove  all  organic  material 
and  compost  or  incinerate.  Clean  and 
wash  all  surfaces,  tools,  equipment, 
and  instruments  using  hot  water  and 
detergent.  Allow  all  surfaces,  tools, 
equipment,  and  instruments  to  dry 
completely  before  disinfecting  and 
sanitizing  using  the  following  methods: 

(i)  Incinerate  items  by  high-tempera- 
ture incineration  methods; 

(ii)  Autoclave  instruments,  small 
tools,  and  other  items  at  136  °C  for  1 
hour; 

(ill)  To  clean  dry  surftices,  apply  a  2- 

percent  chlorine  bleach  solution  at 
room  temperature  (at  least  18.3  '^C  for  1 
hour,  or  apply  a  1-molar  solution  of  so- 
dium hydroxide  (approximately  5  oz.  of 
sodium  hydroxide  dissolved  in  1  gallon 
water)  at  room  temperature  for  at 
least  1  hour.  Note:  A  2-molar  solution 
is  more  effective  than  a  1-molar  solu- 
tion and  should  be  used  when  cir^ 
cumstances  permit. 

fS48  BeqnlniiMiits  for  Hook  plans 

and  post-exposure  msiiagHMin  and 

monitoring  plans. 

(a)  The  owner  of  the  Hock  or  his  or 

her  agent  must  identify  aU  animals  1 
year  of  age  or  over  within  the  flock. 
All  animals  less  than  1  year  of  age 
must  be  identified  when  a  change  of 
ownership  occurs,  with  the  exception  of 
those  animals  under  1  year  of  age  mov- 
ing within  slaughter  channels  that 
must  be  identified  in  accordance  with 
||TO<3  and  79.8  of  this  chapter.  The  form 
of  identification  must  he  an  electronic 


implant,  flank  tattoo,  ear  tattoo,  or 

tamper-resistant  ear  tag  approved  for 
this  use  by  APHIS.  In  the  case  of  goats, 
the  form  of  identification  may  alter- 
natively be  a  tail  fold  tattoo.  The  offi- 
cial identification  must  provide  a 
unique  identification  number  that  is 
applied  by  the  owner  of  the  flock  or  his 
or  her  agent  and  must  he  linked  to  that 
flock  in  the  National  Scrapie  Database. 

(b)  Upon  request  by  a  State  or  APHIS 
representative,  the  owner  of  the  llock 
or  his  or  her  agent  must  have  an  ac- 
credited veterinarian  collect  tissues 
from  animals  for  scrapie  diagnostic 
purposes  and  submit  them  to  a  labora- 
tory designated  by  a  State  or  APHIS 
representative. 

(c)  Upon  request  by  a  State  or  APHIS 
representative,  the  owner  of  the  flock 
or  his  or  her  agent  must  make  animals 
in  the  flock  and  the  records  required  to 
be  kept  as  a  part  of  these  plans  avail- 
able for  inspection. 

(d)  The  owner  of  the  flock  or  his  or 
her  agent  mtist  meet  requirements 
found  necessary  by  a  State  or  APHTS 
representative  to  monitor  for  scrapie 
and  to  prevent  the  recurrence  of 
scrapie  in  the  flock  and  to  prevent  the 
spread  of  scrapie  from  the  flock.  These 
other  requirements  may  include,  but 
are  not  limited  to:  Utilization  of  a  live- 
animal  screening  test;  restaictions  on 
the  animals  that  may  be  moved  from 
the  flock;  segregated  lambing;  cleaning 
and  disinfection  of  lambing  facilities; 
and/or  education  of  the  owner  of  the 
flock  and  personnel  working  with  the 
flock  in  techniques  to  rerognize  clin- 
ical signs  of  scrapie  and  to  control  the 
spread  of  scrapie. 

(e)  The  owner  of  the  flock  or  his  or 
her  agent  must  immediately  report  the 
following  animals  to  a  State  represent- 
ative, APHIS  representative,  or  an  ac- 
credited veterinarian,  and  not  remove 
them  from  a  flock  without  written  per- 
mission of  a  fcitate  or  APHIS  represent- 
ative: 

(1)  Any  sheep  or  goat  exhibiting 
weight  loss  despite  retention  of  appe- 
tite; behavioral  abnormalities;  pruritus 
(itching);  wool  pulling;  biting  at  legs  or 
side:  lip  smacking:  motor  abnormali- 
ties such  as  incoordination,  hit,'"h  step- 
ping gait  of  forelimbs,  bunny  hop 
movement  of  rear  legs,  swaaring  of  back 
end;  increased  sensitivity  to  noise  and 


177 


§54.8 


9  CFR  Ch.  I  (1-1-03  Edition) 


sudden  movement:  tremor,  "star  gaz- 
ing," head  pressing,  recumbency,  or 
other  signs  of  neurological  disease  or 
chronic  wastinff  illnees;  and 

(2)  Any  sheep  or  goat  in  the  flock 
that  has  tested  positive  for  scrapie  or 
for  the  proteinase  resistant  protein  as- 
sociated with  scrapie  on  a  liye-animal 
screening  test  or  any  other  test. 

(f)  Requirernents  for  flock  plans  only. 
(1)  An  epidemiologic  investigation 
nrast  he  conducted  to  identify  high- 
risk  and  exposed  animals  that  cur- 
rently reside  in  the  flock  or  that  pre- 
viously resided  in  the  flock,  and  all 
hiffh-risk  animals,  scraple-positiye  ani- 
mal s.  and  suspect  animals  must  be  re- 
moved from  the  flock.  The  animals 
must  be  removed  either  by  movement 
to  an  approved  research  facility  or  hy 
euthanization  and  disposal  of  the  car- 
casses by  burial,  incineration,  or  other 
methods  in  accordance  with  local, 
State,  and  Federal  laws,  or,  in  the  case 
of  high-risk  animals,  by  movement  to 
slaughter  in  accordance  with  the  provi- 
sions of  part  79  of  this  chapter,  or  upon 
request  in  individual  cases  hy  another 
means  determined  hy  the  Adminis- 
trator to  be  sufficient  to  prevent  the 
spread  of  scrapie; 

(2)  The  premises  of  a  flock  under  a 
flock  plan  must  be  cleaned  and  dis- 
infected in  accordance  with  § 54.7(e). 
Additional  guidance  on  acceptable 
means  of  cleaning  and  disinfection  is 
also  available  in  the  Scrapie  Flock  Cer- 
tification Proirram  standards  and  the 
Scrapie  Eradication  Uniform  Methods 
and  Rules.  Premises  or  portions  of 
premises  may  be  exempted  from  the 
cleaning  and  disinfecting  requirements 
if  a  designated  scrapie  epidemiologist 
determines,  based  on  epidemiologic  in- 
vestigation, that  cleanin'j:  and  disinfec- 
tion of  such  buildings.  holdinL'  iacili- 
ties,  conveyances,  or  other  materials 
on  the  premises  will  not  significantly 
reduce  the  risk  of  the  spread  of  .scrapie, 
either  because  effective  disinfection  is 
not  possible  or  because  the  normal  op- 
erations on  the  premises  prevent  trans- 
mission of  scrapie.  No  area  where  a 
scrapie-positive  animal  lambed  or 
aborted  may  be  exempted; 

(8)  The  owner  of  the  flock,  or  his  or 
her  agent,  must  request  breed  associa- 
tions and  registries,  livestock  markets, 
and  packers  to   disclose  records  to 


APHIS  representatives  or  State  rep- 
resentatives, to  be  used  to  identify 
source  flocks  and  trace  exposed  ani- 
mals. Including  high-risk  animals;  and 
(4)  The  Hock  owner  must  agree  to 
conduct  post-exposure  management 
and  monitoring. 

(g)  Reqidrements  for  post-exposure  man- 
agement and  monitoriiw  plans  only:  The 
plan  must  require  that  a  State  or 
APHIS  representative  inspect  the  flock 
and  flock  records  at  least  once  every  12 
months.  The  owner  of  the  flock  or  his 
or  her  agent  must  maintain,  and  keep 
for  a  minimum  of  5  years  after  an  ani- 
mal dies  or  is  otherwise  removed  from 
a  flock,  the  following  records  for  each 
animal  in  the  flock: 

(1)  Any  identifying  marks  or  tags 
present  on  the  animal,  including  the 
animal's  Individual  official  identiHoar 
tion  number  from  its  electronic  im- 
plant, flank  tattoo,  ear  tattoo,  tamper 
resistant  ear  tag,  or,  in  the  case  of 
goats,  tall  fold  tattoo,  and  any  sec- 
ondary form  of  identification  the 
owner  of  the  flock  may  choose  to  main- 
tain: 

(2)  Sex,  year  of  birth,  breed,  and 
when  possible  to  determine,  the  fol- 
lowing: sire,  dam,  and  ofCBpring  of  the 

animal: 

(3)  Date  of  acquisition  and  previous 
flock,  if  the  animal  was  not  bom  in  the 
flock;  and 

(4)  Disposition  of  the  animal,  includ- 
ing the  date  and  cause  of  death,  if 
known,  or  date  of  removal  firom  the 
flock  and  name  and  address  of  the  per- 
son to  whom  the  animal  was  trans- 
ferred. 

(h)  Modification  of  flock  pkrns  ami 
post-exposure  managctnent  and  moni' 
taring  plans.  A  designated  scrapie  epi- 
demiologist may  modify  the  require- 
ments of  a  flock  plan  or  post-exposure 
management  and  monitoring  plan  to 
accommodate  the  situation  of  a  par- 
ticular flock  if  the  modified  plan  re- 
quires: 

(1)  That  a  State  or  APHIS  represent- 
ative Inspect  the  flock  and  flock 
records  at  least  once  every  12  months; 

(2)  The  testing  of  animals  at  a  level 
that  will  result  in  99  percent  con- 
fidence of  detecting  a  1  percent  preva- 
lence in  the  flock  (for  flock  plans 
only); 
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(3)  The  official  identification  of  all 

animals  upon  leaving-  the  premises  of 
the  flock  for  purposes  other  than 
slaagrhter  and  of  all  animals  over  18 
months  of  age  (as  evidenced  by  the 
eruption  of  the  second  incisor)  in 
slaughter  channels;  and 

(4)  Recordkeeping  including: 

(i)  For  acquired  animals,  the  date  of 
acquisition,  name  and  address  of  the 
person  from  whom  the  animal  was  ac- 
quired, any  identifying  marks  or  tags 
present  on  the  animal  including  the 
animal's  individual  official  identifica- 
tion number  from  its  electronic  im- 
plant, flank  tattoo,  ear  tattoo,  tamper 
resistant  ear  tag,  or,  in  the  case  of 
goats,  tail  fold  tattoo,  and  any  sec- 
ondary form  of  identification  the 
owner  of  the  flock  may  choose  to  main- 
tain. 

(ii)  For  animals  leaving  the  premises 
of  the  flock,  the  disposition  of  the  ani- 
mal, including,  for  those  animals  that 
are  required  to  be  identified,  any  iden- 
tifying marks  or  tags  present  on  the 
animal,  including-  the  animal's  indi- 
vidual official  identification  number 
from  its  electronic  implant,  flank  tat- 
too, ear  tattoo,  tamper  resistant  ear 
tag.  or,  in  the  case  of  p-oats.  a  tail  fold 
tattoo,  and  any  secondary  form  of  iden- 
tification the  owner  of  the  flock  may 
choose  to  maintain,  the  date  and  cause 
of  death,  if  known,  or  date  of  removal 
from  the  flock  and  name  and  address  of 
the  person  to  whom  the  animal  was 
transferred. 

riil)  Maintenance  of  these  records  for 
5  years. 

(5)  Requirements  equivalent  to  those 
contained  In  parskgraplw  (h),  (c),  (d), 

and  (e)  of  this  section. 

(I)  Post-exposure  management  and  mon- 
itoring plans  for  exposed  flocks  that  were 
not  source  flocks  and  in  which  a  scrapie 
infected  animal  did  not  Iamb.  A  des- 
ignated scrapie  epidemiologist  shall  de- 
termine the  testing  and  monitoring  re- 
quirements for  these  flocks  based  on 
the  exposure  rlSk  of  the  Individual 
Hock. 

S54.9   Waiver    of    requirements  fbr 
scrapie  control  pilot  projects. 

The  Administrator  may  waive  the 
following  requirements  of  this  part  for 
participants  In  a  scrapie  control  pilot 
project  by  recording  the  requirements 


waived  in  the  scrapie  control  pilot 

project  plan: 

(a)  The  determination  that  an  animal 
is  a  high-risk  animal,  if  the  scrapie 
control  pilot  project  plan  contains 
testing  or  other  procedures  that  indi- 
cate that  an  animal,  despite  meeting 
the  definition  of  high-risk  animal,  is 
unlikely  to  spread  scrapie;  and 

(b)  The  requirement  that  high-risk 
animals  must  be  removed  from  a  flock 
if  the  scrapie  control  pilot  project  plan 
contains  alternative  procedures  to  pre- 
vent the  further  spread  of  scrapie  with- 
out removing,  high-risk  animals  from 
the  flock. 

S64.10  Tests  Ibr  scrapie. 

(a)  The  Administrator  may  approve 
new  tests  for  the  diagnosis  of  scrapie 
conducted  on  live  or  dead  animals  for 
use  in  the  Scrapie  Eradication  Pro- 
gram. The  Administrator  will  base  the 
approval  or  disapproval  of  a  test  on  the 
evaluation  by  APHIS  and,  when  appro- 
priate, ouiside  scientists,  of: 

(1)  A  standardised  test  protocol  that 
must  include  a  description  of  the  test, 
a  description  of  the  reagents,  mate- 
rials, and  equipment  used  for  the  test, 
the  test  methodology,  and  any  control 
or  quality  assurance  jffocedures: 

(2)  Data  to  support  reproducibility, 
that  is,  the  ability  to  reproduce  the 
same  result  repeatedly  on  a  given  sam- 
pie; 

(3)  Data  to  support  suitability,  that 
is,  data  to  show  that  similar  results 
can  be  produced  when  the  test  is  run  at 
Other  laboratories; 

(4)  Data  to  support  the  sensitivity 
and  specificity  of  the  test:  and 

(5)  Any  other  data  requested  by  the 
Administrator  to  determine  the  suit- 
ability of  the  test  for  program  use. 

(b)  To  be  approved,  a  scrapie  test 
must  be  able  to  be  replicated  at  the  Na- 
tional Veterinary  Services  Labora- 
tories, or  anotiier  reliable,  timely,  and 
cost  effective  method  of  check  testing 
must  be  available  to  APHIS. 

(c)  A  test  or  combination  of  tests 
may  be  apiffoved  for  the  Identification 
of  suspect  animals,  for  the  identifica- 
tion of  scrapie-positive  animals,  or  for 
other  purposes  such  as  llock  certifi- 
cation. For  a  test  to  be  approved  for 
the  identification  of  scrapie-positive 
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animals,  the  test  must  have  a  speci- 
ficity comparable  to  the  specificity  of 
the  currently  approved  tests.  For  a  teat 
to  be  approved  as  a  live  animal  screen- 
ing test  for  the  identification  of  sus- 
pect animals,  the  test  must  be  usually 
reliable  but  need  not  be  definitive  for 
diagnoaing  scrapie. 

(d)  Specific  guidelines  for  use  of  ap- 
proved scrapie  tests  within  the  Scrapie 
Eradication  Program  or  Scrapie  Flock 
Certification  Program  will  be  added  to 
this  part  as  tests  are  approved  and  will 
also  be  contained  in  the  Scrapie  Eradi- 
cation UM&K  and  the  Scrapie  Flock 
Certification  Program  atandards  based 
on  the  obaracteristics  of  the  test,  in- 
cluding specificity,  aenaitlvity.  and 
predictive  value. 

(e)  If  an  owner  elects  to  have  an  unof- 
fioial  teat  conducted  on  an  animal  for 
scrapie,  or  for  the  proteinase  resistant 
protein  associated  with  scrapie,  and 
that  animal  tests  positive  to  such  a 
teat,  the  animal  will  be  designated  a 
suspect  animal,  unless: 

(1)  The  test  was  run  as  part  of  a  bona 
fide  research  protocol  designed  to 
evaluate  an  unapproved  test  in  which 
the  owner  is  not  informed  of  the  test 
result;  or 

(2)  The  test  protocol  includes  appro- 
priate measures  to  prevent  the  spread 
of  scrapie. 

§  64.11  Approval  of  laboratories  to  nm 
official  scrapie  teste  and  elHeial 

genotype  tests. 

(a)  State.  Federal,  and  university 
laboratories,  or  in  the  case  of  genotype 
tests,  private  laboratories  will  be  ap- 
proved by  the  Administrator  when  he 
or  she  determines  that  the  laboratory: 

(1)  Employs  personnel  assigned  to  su- 
pervise the  testing  who  are  qualified  to 
conduct  the  test  based  on  education, 
training,  and  experience  and  who  have 
been  trained  by  the  National  Veteri- 
nary Services  Laboratories  (NVSL)  or 
who  have  completed  equivalent  train- 
ing approved  by  NVSL: 

(2)  Has  adequate  facilities  and  equip- 
ment to  conduct  the  test; 

(3)  Follows  standard  test  protocols; 

(4)  Meets  check  test  proficiency  re- 
quirements: 

(5)  Meets  recordkeeping  require- 
ments; 


(6)  Will  retain  records,  slides,  blocks, 
and  other  specimens  from  all  cases  for 
at  least  1  year  and  from  positive  cases 
for  5  srears; 

(7)  Will  allow  APHIS  to  inspect  the 
laboratory  without  notice  during  nor- 
mal business  hours:  and 

(8)  Will  report  all  test  results  to 
State  and  Federal  animal  health  offi- 
cials within  agreed  timeframes.  An  in- 
spection may  include,  but  is  not  lim- 
ited to,  review  and  copying  of  records, 
examination  of  slides,  observation  of 
tiie  test  being  conducted,  and  inter- 
viewing of  personnel . 

(b)  A  laboratory  may  request  ap- 
proval to  conduct  one  or  more  types  of 
scrapie  test  or  genotsrpe  test  on  one  or 
more  types  of  tissue.  To  be  approved,  a 
laboratory  must  meet  the  require- 
ments in  paragraph  (a)  of  this  section 
for  each  type  of  test  and  for  each  type 
of  tissue  for  which  they  request  ap- 
proval. 

(c)  The  Administrator  may  withdraw 
approval  of  any  laboratory  for  failure 
to  meet  any  of  the  conditions  required 
by  paragrap3i  (a)  of  this  section.  The 

Administrator  .shall  give  written  notif-e 
of  the  proposed  withdrawal  to  the  di- 
rector of  the  laboratory  and  shall  give 
the  director  an  opportunity  to  respond. 
If  there  are  conflicts  as  to  any  material 
fact  concerning  the  reason  for  with- 
drawal, a  hearing  will  be  held  to  re- 
solve the  conflicts. 

Subpart  B— Scrapie  Flock 
Certification  Program 

§  54.20  Administration. 

The  Scrapie  Flock  Certification  Pro- 
gram is  a  cooperative  effort  between 

APHIS;  members  of  the  sheep  and  goat 
Industry,  including  owners  of  flocks, 
slaughtering  and  rendering  establish- 
ments, and  breed  associations  and  reg- 
istries; accredited  veterinarians;  and 
state  governments.  APHIS  coordinates 
with  State  scrapie  certification  boards 
and  State  animal  health  agencies  to 
encourage  flock  owners  to  certify  their 
flocks  as  free  of  scrapie  by  being  in 
continuous  compliance  with  the 
Scrapie  Flock  Certification  Program 
standards. 
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I64L21  Pttrticipatioii. 

Any  owner  of  a  sheep  or  goat  flock 

may  apply  to  enter  the  Scrapie  Flock 

Certification  Program  by  sending  a 
written  request  to  a  State  scrapie  cer- 
tification board  or  to  tlie  area  veteri- 
narian in  charge.  A  notice  containing  a 
current  list  of  flocks  participating  in 
the  Scrapie  Flock  Certification  Pro- 
gram, and  the  certification  status  of 
each  flock,  may  be  obtained  from  the 
APHIS  web  site  at  URL  http:// 
w w \v. a p]-! is. usfia.gov/vs/scrapie.  A  list  of 
noiioompiiant  flocks  may  also  be  ob- 
tained from  this  site,  and  either  list 
may  be  obtained  by  writing  to  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice. National  Animal  Health  Programs 
Staff,  VS.  APHIS.  4700  River  Road  Unit 
43.  Riverdale.  MD  20737-1235. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0S79-0101) 

554^  State     scrapie  ontification 
boards. 

An  area  veterinarian  in  charge,  after 
consulting  with  a  State  representative 
and  industry  representatives,  may  ap- 
point a  State  scrapie  certification 
board  for  the  purpose  of  coordinating 
activities  for  the  Scrapie  Flock  Certifi- 
cation Program,  including  making  de- 
cisions to  admit  flocks  to  the  Scrapie 
Flock  Certification  Program  and  to 
change  flock  status  in  accordance  with 
the  Scrapie  Flock  Certification  Pro- 
gram standards,  lliese  boards  are  not 
appointed  for  the  purpose  of  providing 
APHIS  with  consensus  advice  or  policy 
recommendations.  No  more  than  one 
State  scrapie  certification  board  may 
be  formed  in  each  State.  Each  State 
scrapie  certification  board  shall  in- 
clude as  members  the  area  veterinarian 
in  charge,  one  or  more  State  represent- 
atives, one  or  more  accredited  veteri- 
narians, when  possible,  and  one  or 
more  owners  of  flocks,  and,  at  the  dis- 
cretion of  the  area  veterinarian  in 
charge,  may  include  other  members. 

PART  55-CONTROL  OF  CHRONIC 
WASTING  DISEASE 

80C» 

56.1  Definitioiifl. 


65.2  Payment  of  indemnity. 

65.3  Appraisal  and  destruction  of  captive 
cervlds. 

55.4  Disinfection  of  premisee,  conveyances, 

;ind  i^ii'itprinls. 

55.5  JPresentation  of  claims  for  indemnity. 

55.6  Mortgragre  against  animals. 

55.7  Claims  not  allowed. 

55.8  Official  CWD  tests  and  approval  of  lab- 
oratories to  condQct  official  CWD  tests. 

subpart  B  IRMervedl 

ACTHORrry:  21  U.S.O.  m-ll3,  114.  Il4a. 
114a  1  120.  121.  125.  and  ia4b:  7  CFR  2.22,  2.80, 

and  371.4. 

Source:  67  FR  5931,  Feb.  8.  2002,  unless  oth- 
erwise noted. 

§55.1  Definitions. 

Adniitiisinitor.  The  Administrator. 
Animal  and  Plant  Health  Inspection 
Service,  or  any  other  employee  of  the 
Animal  and  Plant  Health  Inspection 
Service.  United  States  Department  of 
Agriculture,  delegated  to  act  in  tlie  Ad- 
ministrator's stead. 

Animal.  Any  captive  cervid. 

Anitnal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Inspection  Service  of  the  United 
States  Department  of  Agriculture. 

APHIS  employee.  Any  individual  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  who  is  authorized 
by  the  Administrator  to  do  any  work 
or  perform  any  duty  in  connection  with 
the  control  and  eradication  of  disease. 

Captive.  Animals  that  are  privately 
or  publicly  maintained  or  held  for  eco- 
nomic or  other  purposes  within  a  pe- 
rimeter fence  or  confined  space.  Ani- 
mals that  are  held  lor  research  pur- 
poses are  not  included. 

Cervid.  All  members  of  the  family 
Cervidae  and  hybrids,  including  deer, 
elk,  moose,  caribou,  reindeer,  and  re- 
lated 8X>ecies. 

Chronic  wasUng  disease,  CWD.  A 
transmissible  spongiform 
encephalopathy  of  cervids. 

CWD  exposed  animah  An  animal  that 
is  part  of  a  OWD  positive  herd,  or  that 
was  pai't  of  a  herd  within  5  years  prior 
to  that  herd  s  designation  as  CWD  posi- 
tive, or  an  animal  that  has  been  housed 
with  or  been  in  ,  direct  contact  with  a 
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positive  animal,  or  an  animal  that  lias 
been  on  a  contaminated  premises. 

CWD  posiUw  animal.  An  animal  that 
has  bad  a  diagnosis  of  CWD  confirmed 

by  means  of  an  official  CWD  test. 

CWD  positive  herd.  A  herd  in  which  a 
CWD  positive  animal  resided  at  the 
time  it  was  diagnosed  and  which  has 
not  been  relea.sed  from  quarantine. 

CWD  suspect  animal.  An  animal  for 
which  an  APHIS  employee  has  deter- 
mined that  laboratory  evidence  or  clin- 
ical signs  suggest  a  diagnosis  of  CWD. 

Department.  The  United  States  De- 
partment of  Agriculture. 

Herd.  A  group  of  animals  that  are: 

^1)  V^^c[ev  common  ownership  or  su- 
pervi.sioii  and  are  s'rouped  on  one  or 
more  parts  of  any  single  premises  (lot, 
farm,  or  ranch)  or 

(2)  All  animals  under  common  owner- 
ship or  supervision  on  two  or  more 
premises  which  are  geogiaphically  sep- 
arated bat  on  which  animals  have  been 
interchanpred  or  had  direct  or  indirect 
contact  with  one  another. 

Herd  plan.  A  written  herd  manage- 
ment agreement  developed  by  APHIS 
with  input  from  the  herd  owner.  State 
representatives,  and  other  affected  par- 
ties. A  herd  plan  sets  out  the  steps  to 
be  taken  to  eradicate  CWD  firom  a  CWD 
positive  herd,  or  to  prevent  introdnc- 
tion  of  CWD  into  another  herd.  A  herd 
plan  will  require:  specified  means  of 
identification  for  each  animal  in  the 
herd:  regular  examination  of  animals 
in  the  herd  by  a  veterinarian  for  signs 
Of  disease:  reporting  to  a  State  or 
APHIS  representative  of  any  signs  of 
central  nervous  system  disease  in  herd 
animals:  maintaining  records  of  the  ac- 
quisition and  disposition  of  all  animals 
entering  or  leaving  the  herd,  incloding 
the  date  of  acquisition  or  removal, 
name  and  address  of  the  person  from 
whom  the  animal  was  acquired  or  to 
whom  it  was  disposed,  cause  of  death, 
if  the  animal  died  while  in  the  herd.  A 
herd  plan  may  also  contain  additional 
requirements  to  prevent  or  control  the 
possible  spread  of  CWD,  depending  on 
the  particular  condition  of  the  herd 
and  its  premises,  including  but  not  lim- 
ited to:  specifying  the  time  for  which  a 
premises  must  not  contain  cervids 
after  CWD  positive,  exposed,  or  suspect 
animals  are  removed  from  the  prem- 
ises; fencing  requirements;  depopula- 


tion or  selective  cullinsj^  of  animals:  re- 
strictions on  sharing  and  movement  of 
possibly  contaminated  livestock  equip- 
ment; eleaolng  and  dlsinfeotiOB  re- 
quirements, or  other  requirements. 
APHIS  may  review  and  revise  a  herd 
plan  at  any  time  in  response  to 
changes  in  the  sltnation  of  the  herd  or 
premises  or  improvements  in  under- 
standing of  the  nature  of  CWD  epidemi- 
ology or  techniques  to  prevent  its 
spread. 

Materials.  Parts  of  barns  or  other 
structures,  straw,  hay,  and  other  feed 
for  animals,  farm  products  or  equij)- 
ment,  clothing,  and  any  other  arttoles 
on  the  premises  that  have  been  in  C(m- 
tact  with  captive  cervids. 

Mortgage.  Any  mortgage,  lien,  or 
Other  security  or  beneficial  interest 
held  by  any  person  other  than  the  one 
claiminiT  indemnity. 

Official  appraiser  (APHIS  official  ap- 
praiser.  State  official  appraiur).  A  per- 
son authorized  by  APHIS  (an  APHIS 
official  appraiser)  or  a  State  (a  State 
oliiciai  appraiser)  to  appiaise  animals 
for  the  purposes  of  this  part.  An  offi- 
cial appraiser  may  be  an  APHIS  em- 
ployee, a  State  employee,  or  a  profes- 
sional livestock  appraiser  working 
under  contract  to  APHIS  or  a  State. 

Official  CWD  test.  Any  test  for  the  di- 
agnosis of  CWD  approved  by  the  Ad- 
ministrator and  conducted  in  a  labora- 
tory approved  by  the  Administrator  in 
accordance  with  §55.8  of  this  part. 

Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society.  Joint  stock  company,  or 
other  letral  entity. 

Secretary.  The  Secretary  of  Agri- 
culture of  the  United  States,  or  any  of- 
ficer or  employee  of  the  Department 
delegated  to  act  in  the  Secretary's 
stead. 

State.  Each  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia. Puerto  Rico,  the  Northern  Mariana 
Islands,  Guam,  the  Virgin  Islands  of 
the  United  States,  or  any  other  terri- 
tory or  possession  of  the  United  Statee. 

State  representative.  A  person  regu- 
larly employed  in  the  animal  health 
work  of  a  State  and  who  is  authorized 
ijy  that  State  to  perform  the  fbnctton 
involved  under  a  cooperative  agree- 
ment with  the  United  States  Depart- 
ment Of  Agriculture. 
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Veterinarian  in  charge.  The  veterinary 
official  of  Veterinary  Services.  APHIS, 
who  is  assigned  by  the  Administrator 
to  supervise  and  perform  official  ani- 
mal health  work  for  APHIS  in  the 
State  oonoemed. 

Subpart  A— Chronic  Wasting 
Disease  Indemnification  Program 

The  Administrator  is  authorized  to 
pay  for  the  purchase  and  destruction  of 
CWD  positive  animals,  CWD  exposed 
animals,  and  CWD  suspect  animals. 
Subject  to  available  fonding*  the 
amount  of  the  Federal  payment  for  any 
such  animals  will  be  95  percent  of  the 
appraised  value  established  in  accord- 
ance with  166.8  of  this  part,  hut  the 
Federal  payment  shall  not  exceed  $3,000 
per  animal.  If  a  non-Federal  source 
makes  a  payment  for  an  animal  for 
which  a  Federal  indemnity  is  paid,  and 
the  non-Federal  payment  exceeds  5  per- 
cent of  the  appraised  value  established 
in  accordance  with  §55.3  of  this  part, 
the  amount  of  the  Federal  payment  for 
any  such  animals  will  be  reduced  by 
the  amount  by  which  the  non-Federal 
payment  exceeds  5  percent  of  the  ap- 
praised value.  The  Administrator  is 
also  authorized  to  reimburse  State  gov- 
ernments or  State  animal  health  agen- 
cies for  payments  they  make  for  the 
purchase  and  de8tniction»  on  or  after 
October  1,  2001,  of  CWD  positive  ani- 
mals, CWD  exposed  animals,  and  CWD 
suspect  animals,  and  for  State  expendi- 
tures for  associated  carcass  disposal 
and  cleaning  and  disinfection  costs  re- 
sulting from  such  purchase  and  de- 
struction, in  accordance  with  coopera- 
tive agreements  signed  hy  the  Adminis- 
trator and  the  duly  authorized  agent  of 
the  State. 

i6S^   ApprmiBol    and   dcstnietlon  fd 
captive  cervids* 

(a)  CWD  positive  herds,  or  individual 
CWD  suspect  animals  or  exposed  ani- 
mals removed  by  APHIS  from  a  herd 
for  testing,  will  he  appraised  by  an 
APHIS  official  appraiser  and  a  State 
official  appraiser  jointly,  or,  if  APHIS 
and  State  authorities  agree,  by  either  a 
State  official  appraiser  or  an  APHIS  of- 
ficial appraiser  alone. 


(b)  The  appraisal  of  cervids  will  be 
the  fair  market  value  as  determined  by 
the  meat  or  breeding  value  of  the  ani- 
mals. Animals  may  be  appraised  in 
groups,  int>yided  that  where  appraisal 

is  by  the  head,  each  animal  in  the 
group  is  the  same  value  per  head,  and 
where  appraisal  is  by  the  pound,  each 
animal  in  the  group  is  the  same  value 
per  pound. 

(c)  Appraisals  of  cervids  must  be  re- 
ported on  forms  furnished  by  APHIS 
and  signed  by  the  appraisers,  and 
signed  by  the  owner  of  the  cervids  to 
indicate  agreement  with  the  appraisal 
amount.  Reports  of  appraisals  must  ' 
show  the  number  of  cervids  and  the 
value  per  head  or  the  weight  and  value 
by  pound. 

(d)  In  accordance  with  instructions 
flrom  an  APHIS  employee,  cervids  for 
which  indemnification  is  sought  must 
be: 

(1)  Destroyed  on  the  premises  where 
they  are  held,  pastured,  or  penned  at 

the  time  indemnity  is  approved; 

(2)  Moved  to  another  location  for  de- 
struction under  conditions  specified  by 
the  APHIS  employee;  or 

(3)  Moved  to  an  approved  research  fa- 
cility under  conditions  specified  by  the 
APHIS  employee. 

(e)  The  carcasses  of  any  cervids  de- 
stroyed in  accordance  with  this  part 
are  authorized  by  the  Administrator  to 
be  incinerated,  destroyed  in  an  alka- 
line hydrolysis  tissue  digestor,  or  dis- 
posed of  by  any  other  method  author- 
ized by  an  APHIS  employee  and  in  ac- 
cordance with  local.  State,  and  Federal 
laws.  APHIS  will  pay  the  reasonable 
costs  of  destruction  and  carcass  dis- 
posal for  animals  that  are  indemnified. 
To  obtain  reimbursement  for  disposal 
costs,  animal  owners  must  obtain  writ- 
ten approval  of  l^e  disposal  costs  fkvm 
APHIS,  prior  to  disposal.  Except  in 
cases  where  APHIS  or  a  .State  directly 
arranges  for  disposal,  the  owner  of  the 
animals  must  present  an  APHIS  em- 
ployee with  a  written  contract  or  esti- 
mate of  disposal  costs.  Prior  to  receiv- 
ing reimbursement,  the  owner  must 
also  present  an  APHIS  emplojree  with  a 
copy  of  either  a  receipt  for  expenses 
paid  by  the  owner  or  a  bill  for  services 
rendered  to  the  owner.  Any  bill  for 
services  rendered  presented  by  the 
owner  must  not  be  greater  than  the 
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normal  fee  for  similar  services  pro* 
vided  by  commercial  entities.  The  car- 
oaases  of  oervids  destroyed  In  accord- 
ance with  this  section  may  not  be  sold 
to  be  processed  for  human  or  animal 
food,  including  dietary  supplements. 

(Approved  by  the  Office  of  Management  and 
Budgret  under  control  number  0979-0180) 

§  55.4  Disinfection  of  premises,  convey- 
ancesy  and  mataviaifl* 

After  cervidfl  are  destroyed  in  accord- 
ance with  this  part,  all  premises,  in- 
cluding barns,  stockyards  and  pens,  all 
cai's  and  other  conveyances,  and  all 
other  materials  on  any  premises  or 
conveyances  used  to  house  or  transport 
such  cervids  must  be  cleaned  and  dis- 
infected under  the  supervision  of  an 
APHIS  emplosree  or  a  State  representa^ 
tlve,  using  methods  specified  by  the 
APHIS  employee  or  a  State  representa- 
tive. Premises  may  not  be  restocked 
witii  cervids  until  after  the  date  specl- 
fied  in  the  herd  plan  required  by 
§  55.7(b)  of  this  part.  The  owner  to 
wliom  the  indemnity  is  paid  will  be  re- 
sponsible for  expenses  incurred  in  con- 
nection  with  the  cleaning  and  disinfec- 
tion, except  that  APHIS  or  a  State  will 
pay  for  cleaning  and  disinfection  of  the 
conveyances  used  to  transport  the 
cervids  to  the  location  of  disposal. 
However,  APHIS  may  also  decide  to 
pay  the  cost  of  cleaning  and  dis- 
infecting premises  when  the  procedures 
needed  to  conduct  effective  cleaning 
and  disinfection  are  unusually  exten- 
sive and  require  metliods  tliAt  are  not 
normally  available  on  a  premises.  For 
example,  normal  procedures  would  in- 
clude washing  surfaces  with  high-pres- 
sure hoses  and  disinfectants  and  bury- 
ing or  burning  contaminated  materials. 
Unusually  extensive  procedures  would 
include  disposing  of  contaminated  ma- 
terials by  digestive  disposal  or  high- 
temperatnre  incineration. 

lUU  Presentation  of  elalms  itir  In- 
denmity. 

Claims  for  indemnity  for  the  value  of 
animals  destroyed  must  be  documented 
on  a  form  furnished  by  APHIS  and  pre- 
sented to  an  APHIS  employee  or  a 
state  representative  authorized  to  ac- 
cept the  claims. 

(Approved  by  the  Office  of  Managrement  and 
Budget  under  control  number  0579-0189) 


9CraGh.l(1-1-03  6cMf|M) 

fiS&A  HbrtMPs  agxdast  aBfawOs.  4 

When  cervids  have  been  destroyed  i- 
under  this  part,  any  claim  for  Indem- 
nity must  be  presented  on  forms  fur- 
nished by  APHIS.  The  owner  of  'the 
cervids  must  certify  on  the  forms  that 
the  cervids  covered  are.  or  are  not.  sub- 
ject to  any  mortgage  as  defined  in  this 
part.  If  the  owner  states  there  la-  a 
mortgage,  the  owner  and  each  peison 
holding  a  mortgage  on  the  cervids 
must  sign,  consenting  to  the  payment 
of  indemnity  to  the  person  specified  on 
the  form. 

(Approved  by  the  Office  of  lianacanent  and 
Budget  under  control  numbw  OBVIMIlUB)  ^ 

I85»7  Claims  not  allowed. 

(a)  The  Department  will  not  allow 
claims  arising  ont  of  the  destniotlQn  of 

cervids  unless  the  cervids  have  been  ap- 
praised as  prescribed  in  this  part  and 
the  owners  have  signed  the  appraisal 
form  indicating  agreement  with  tlui  ap- 
praisal  amount  as  required  by  f  6flt.8(c) 
of  this  part. 

(b)  The  Department  will  not  allow 
claims  arising  out  of  the  destruction  of 

cervids  unless  the  o\s-ner.s  have  sipned  a 
written  agreement  with  APHIS  in 
which  they  agree  that  if  they  maintain 
cervids  in  the  totnre  on  the  preialses 
used  for  cervids  for  which  indemnity  is 
paid,  they  will  maintain  the  cervids  in 
accordance  with  a  herd  plan  and  will 
not  introduce  cervids  onto  the  prem- 
ises until  after  the  date  specified  in 
that  herd  plan.  Persons  who  violate 
this  written  agreement  may  be  subject 
to  civil  and  criminal  penalties.  :! 

(c)  The  Department  will  not  allow 
claims  arising  out  of  the  destruction  of 
cervids  that  have  been  moved  or.  han- 
dled by  the  owner  or  a  representitive 
of  the  owner  in  violation  of  a  law  or 
regulation  administered  by  the  Sec- 
retary regarding  animal  disease,  or  in 
violation  of  a  law  or  regalatio|i  for 
which  the  Secretary  has  entered  into  a 
cooperative  agreement. 

(Approved  by  the  Office  of  Manasrement  and 
Budget  under  control  number  0579-0188> 

§65.8  Official  CWD  tests  and  approval 
of  laboratories  to  conduct  official 
CWDteets. 

(a)  An  official  CWD  test  is: 
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(1)  Histopathologioal  examination  of 
central  nervous  system  (CNS)  tissues 
from  the  animal  for  characteristic  mi- 
oroBcopic  lesions  of  CWD,  using  test 
protocols  provided  by  the  National 
Votorinary  Servioee  Itaboratories 
(NVSL); 

(2)  The  use  of  protelnase-resistant 

protein  analysis  methods  including  but 
not  limited  to  immunohistochemistry 
and/or  western  blotting  on  CNS  and/or 
peripheral  tissue  sampleB  from  a  live  or 
a  dead  animal,  uslnff  test  protocols  pro- 
vided by  NVSL:  or 

(3)  Any  other  test  method  approved 
by  the  Administrator  in  accordance 
with  this  section. 

(b)  The  Administrator  may  approve 
new  tests  for  the  diagnosis  of  CWD  con- 
ducted on  live  or  dead  animals,  and 
will  base  the  approval  or  disapproval  of 
a  test  on  the  evaluation  by  APHIS  and. 
when  appropriate,  outside  scientists, 
of: 

(1)  A  standardized  test  protocol  that 
must  include  a  description  of  the  test, 
a  description  of  the  reagents,  mate- 
rials, and  equipment  used  for  the  test, 
the  test  methodology,  and  any  control 
or  quality  assurance  procedures: 

(2)  Data  to  support  reproducibility, 
that  is,  the  ability  to  reproduce  the 
same  result  repeatedly  on  a  given  sam- 
ple: 

(3)  Data  to  support  suitability,  that 
is,  data  to  show  that  Bimllar  results 
can  be  produced  when  the  test  is  run  at 
other  laboratories: 

(4)  Data  to  support  the  sensitivity 
and  specificity  of  the  test;  and 

(5)  Any  other  data  requested  by  the 
Administrator  to  determine  the  suit- 
ability of  the  test  for  program  use.  

(c>  Spedftc  protocols  for  ofQcial  OWD 
tests  are  available  upon  request  to 
NVSL. 

(d)  State,  Federal,  and  university 
laboratories  will  be  approved  by  the 

Adminl.strator  to  conduct  official  CWD 
tests  when  he  or  she  determines  that 
the  laboratory: 


(1)  Employs  personnel  assigned  to  su- 
pervise the  testing  who  are  qualified  to 
conduct  the  test  based  on  education, 
training,  and  exx>erience  and  who  have 
been  trained  by  NVSL  or  who  have 
completed  equivalent  training  ap- 
proved by  NVSL; 

(2)  Has  adequate  facilities  and  equip- 
ment to  conduct  the  test; 

(8)  Follows  standard  test  protocols; 

(4)  Meets  check  test  proficiency  re- 
quirements: 

(5)  Meets  recordkeeping  require- 
ments; 

(6)  Will  retain  records,  slides,  blocks, 

and  other  specimens  from  all  cases  for 
at  least  1  year  and  from  positive  cases 
for  5  years; 

(7)  Will  allow  AFHIS  to  inspect^  the 
laboratory  without  notice  during  nor- 
mal business  hours;  and 

(8)  Will  report  all  test  results  to 
State  and  Federal  animal  health  offi- 
cials within  agreed  timeframes. 

(e)  The  Administrator  may  withdraw 
approval  of  any  laboratory  for  failure 
to  meet  any  of  the  conditions  required 
by  paragraph  (d)  of  this  section.  The 
Administrator  shall  give  written  notice 
of  the  proposed  withdrawal  to  the  di- 
rector of  the  laboratory  and  shall  give 
the  director  an  opportunity  to  respond. 
If  there  are  conflicts  as  to  any  material 
fact  concernintr  the  reason  for  with- 
drawal, a  hearint?  will  be  held  to  re- 
solve the  conflicts.  The  hearing  will  be 
conducted  in  accordance  with  rules  of 
practice  that  will  be  adopted  by  the 
Administrator  for  the  proceeding. 

Subpart  B  [Reserved] 
PART  56  [RESERVED] 


'An  iXUipeotlon  may  include,  but  is  not  lim- 
ited to,  review  and  copying  of  records,  exam- 
inaldon  of  slldee.  observation  of  the  test 
being  condootad.  and  intwvlewlng  of  per^ 
sonnel. 
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PART  70— RULES  OF  PRACTICE 
GOVERNING  PROCEEDINGS 
UNDER  CERTAIN  ACTS 

Subpart  A— OmmkoI 

Sec. 

70.1  Scope  and  api»UoaUllty  of  rales  of  prao- 
tloe. 

70.10  Stipalations. 

Aothortty:  21  U.S.C.  111.  112.  114a.  114a-l. 

115.  117.  120.  122.  123.  125  127.  134b,  ISfC.  1940, 
and  134f;  7  CFR  2.22.  2.80.  371.4. 

Solthce:  48  FR  30004.  June  00,  1903.  onless 

otherwise  noted. 

SubpcNff  A— G«mcil 

§70.1   Scope  and  applicability  of  rules 

of  practice. 

The  Uniform  Rules  of  Practice  for 
tiie  Department  of  Agriculture  promul^ 
gated  in  subpart  H  of  part  1,  subtitle  A, 
title  7,  Code  of  Federal  Regulations, 
are  the  Rules  of  Practice  applicable  to 
adjudicatory,  administrative  pro- 
ceedings under  the  following  statutory 
provisions: 

Act  of  May  29.  1884.  commonly  known  as  the 
Animal  Industry  Act,  section  7.  as  amend- 
ed (21  U.S.C.  117). 

Act  of  February  2. 1009.  comnumly  known  as 
the  Cattle  Contagious  Diseases  Act  of  1909. 
Section  3.  as  amended  (21  U.S.C.  122), 

Act  of  Marcdi  3.  1905.  Section  9.  as  amended 

(21  U.S.C.  127). 
Act  of  July  2.  1962,  Section  6(a),  as  amended 

(21  U.S.C.  134e). 
Sections  001-006  of  the  Federal  Acrlcoltore 

Improvement  and  Reform  Act  of  1999  (7 

U.S.C.  1901  note). 

In  addition,  the  Supplemental  Rules  of 
Practice  set  forth  in  subpart  B  of  this 
part  shall  be  applicable  to  such  pro- 
oeedings. 

[49  FR  80994.  Jnne  30,  1993.  as  amended  at  99 
FR  99915,  Dec.  7. 9001] 


Subpart  B-^upplemental  Rules  of 
Practice 

S  70.10  stipulations. 

(a)  At  any  time  prior  to  the  issuance 
of  a  complaint  seeking  a  civil  penalty 
under  any  of  the  Acts  listed  in  §70.1, 
the  Administrator,  in  his  discretion, 
may  enter  into  a  stipulation  with  any 
person  in  which: 

(1)  The  Administrator  or  the  Admin- 
istrator's delegate  gives  notice  of  an 
apparent  violation  of  the  Act,  or  the 
regulations  issued  thereunder,  by  such 
person  and  affords  such  person  an  op- 
portunity for  a  hearing  regarding  the 
matter  as  provided  by  the  Act: 

(2)  Such  person  expressly  waives 
hearing  and  agrees  to  pay  a  specified 
penalty  within  a  designated  time;  and 

(3)  The  Administrator  atrrees  to  ac- 
cept the  penalty  in  settlement  of  the 
particular  matter  involved  if  the  pen- 
alty is  paid  within  the  designated  time. 

(b)  If  the  penalty  is  not  paid  within 
the  time  designated  in  such  a  stipula- 
tion, the  amount  of  the  stipulated  pen- 
alty shall  not  be  relevant  in  any  re- 
spect to  the  penalty  which  may  be  as- 
sessed after  issuance  of  a  complaint. 

PART  71 -GENERAL  PROVISIONS 

Sec. 

71.1  Definitions. 

71.2  Secretary  to  fssne  rule  governing  (jnar- 

antlne  and  Interstate  movement  Of  dis- 
eased animals,  including  poultry. 

71.3  biterstate  movemrat  of  diseased  ani- 
mals and  poultry  erenerally  prohibited. 

71.4  Maintenance  of  certain  facilities  and 
pranlses  In  a  sanitary  condition  re- 
quired; cleaning  and  disinfection,  HfbBO. 
required;  animals  classed  as  "exposed.** 

71.5  Unsanitary  railroad  cars,  tracks,  boats, 
aircraft  or  other  means  of  conveyaaoe; 
interstate  movement  restricted. 

71.9  Carrier  responsible  for  cleaning  and  dis- 
infecting of  railroad  cans,  trucks,  boats, 
aircraft  or  other  means  of  conveyance. 

71.7  Means  of  conveyance.  jEacUitles,  prem- 
ises, and  ca^es  and  other  equipment; 
methods  of  cleaning  and  disinfecting. 

71.10  Fmnnitted  dlsinfectantB. 

71.11  Cresylic  disinfectant  as  permitted  dis- 
infectant; specifications. 
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71.12  Sodium  orthophenylphenate  as  per- 
mitted disinfectant  for  premises  infected 
wf  tb  tuberoolosis. 

71.13  insptM  tion  of  shipments  in  transit  by 
APHIS  representative. 

71.14  Slaughter  of  poultry  or  other  animals 
to  prevent  spread  of  disease:  ascertain- 
ment of  value  and  compensation. 

71.15  Movement  from  quarantined  to  firee 
area  and  shipment  therefrom;  conditions 
under  which  pprmltted. 

71.16  Inspection  and  certification  of  poultry 
or  other  animals  for  interstate  move- 
ment. 

71.17  Intei-state  movement  of  dead  poultry 
or  other  animals  proUbited  in  same  oar 
with  live  poultry  or  other  animals. 

71.18  Individual  identification  of  certain 
cattle  2  years  of  age  or  over  for  move- 
ment in  Interstate  commerce. 

71.19  Identification  of  swine  in  interstate 
commerce. 

71.20  Approval  of  livestock  facilities. 

authority:  21  U.S.C.  111-113.  Ilia.  111a  1. 
115-117.  120-126,  134b,  and  134f;  7  CFR  2.22, 
2.a0.  and  871.4. 

SODRCS:  28  FR  G087,  June  18,  1963,  unless 
otherwise  noted. 

§71.1  Peflfritions. 

As  Qsed  In  this  part,  the  following 

terms  shall  have  the  meanings  set 

forth  in  this  section. 

Accredited  Veterinarian.  A  veteri- 
narian who  Is  approved  by  the  Admin- 
istrator, in  accordance  with  part  161  of 
this  chapter,  to  perform  official  animal 
health  work  of  the  Animal  and  Plant 
Health  Inspection  Service  specified  in 
subchapters  A,  B,  C,  and  D  of  this  chap- 
ter; and  to  perform  work  required  by 
cooperative  state-federal  disease  con- 
trol and  eradication  programs. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS). 

APHIS  representative.  An  Individual 
employed  by  APHIS  who  is  authorized 
to  perform  the  function  involved. 

Approved  livestock  facility.  A  stock- 
3rard,  livestock  market,  buying  station, 
concentration  point,  or  any  other 
premises  under  State  or  Federal  veteri- 
nary supervision  where  livestock  are 
assembled  and  that  has  been  approved 
under  §71.20. 


Area  Veferinarian  in  Charge.  The  vet- 
erinary official  of  APHIS,  who  Is  as- 
signed by  the  Administrator  to  super- 
vise and  perform  the  official  animal 
health  worl^  of  the  Animal  and  Plant 
Health  Inspection  Service  in  the  state 
concerned. 

Breeder  swine.  Sexually  intact  swine 
over  6  months  of  age. 

Conm^ngUng.  The  mixing  or  assem- 
bling of  swine  from  one  premises  with 
swine  from  any  other  premises,  includ- 
ing, but  not  limited  to,  loading  swine 
from  more  than  one  premises  on  the 
same  truck,  trailer,  vessel,  or  railroad 
car.  unless  swino  from  different  prem- 
ises are  kept  separate  on  the  means  of 
conveyance  by  dividers. 

Deipartmeni,  The  United  States  De- 
partment of  Agriculture. 

Feeder  sirine.  Swine  under  6  months 
of  a^e  that  are  not  slaughter  swine. 

Free  area.  The  States,  Territories,  or 
the  District  of  Columbia  or  portions 
thereof  not  quarantined  by  the  Sec- 
retary of  Aprriculture  for  the  specific 
contagious,  infectious,  or  commu- 
nicable animal  disease  mentioned  in 
each  part. 

Horses.  Horses,  asses,  mules,  ponies, 
and  zebras. 

Interstate.  From  one  State  into  or 
through  any  other  State. 

Interstate  commerce.  Trade,  traffic, 
transportation,  or  other  commerce  be- 
tween a  place  in  a  state  and  any  place 
outside  of  that  state,  or  between  points 
within  a  state  but  through  any  place 
outside  of  that  state. 

Interstate  sivine  movement  report.  A 
paper  or  electronic  document  signed  by 
a  producer  moving  swine  giving  notice 
that  a  group  of  animals  is  being  moved 
across  State  lines  in  a  swine  produc- 
tion system.  This  document  must  con- 
tain the  name  of  the  swuie  production 
system;  the  name,  location,  and  prem- 
ises identification  number  of  the  prem- 
ises from  which  the  swine  are  to  be 
moved;  the  name,  location,  and  prem- 
ises identification  number  of  the  prem- 
ises to  which  the  swine  are  to  be 
moved;  the  date  of  movement:  and  the 
number,  age.  and  type  of  swine  to  be 
moved.  This  document  must  also  con- 
tain a  desoripitlon  of  any  individual  or 
group  identification  associated  with 
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the  swine,  the  name  of  the  swine  pro- 
duction system  accredited  veteri- 
narian(s),  the  health  status  of  the  herd 
flrom  whioh  tbe  swine  are  to  be  moved, 
Includinir  any  disease  of  reg'ulatnry 
concern  to  APHIS  or  to  the  States  in- 
volved, and  an  accurate  statement  that 
swine  on  Che  premises  from  which  the 
swine  are  to  be  moved  have  been  in- 
spected by  the  swine  production  sys- 
tem accredited  veterinarian(s)  within 
80  dasrs  prior  to  the  interstate  move- 
ment and  consistent  with  the  dates 
specified  by  the  premises'  swine  pro- 
duction health  plan  and  found  free 
from  signs  of  commimlcable  disease. 

Livestock.  Horses,  cattle,  bison,  sheep, 
and  swine. 

Livestock  market.  A  stockyard,  buying 
station,  concentration  point,  or  any 
other  premises  where  livestock  are  as- 
sembled for  sale  or  sale  purposes. 

Moved  (movement)  in  interstate  com- 
merce. Moved  from  the  point  of  origin 
of  the  interstate  movement  to  the  ani- 
mals" final  destination,  such  as  a 
slaughtering  establishment  or  a  farm 
for  breeding  or  raising,  and  Indnding 
any  temporary  stops  along  the  way, 
such  as  at  a  stockyard  or  dealer  prem- 
ises for  feed,  water,  rest,  or  sale. 

Official  Brand  IiupecHon  Agency.  The 
duly  constituted  body  elected,  ap- 
pointed, or  delegated  or  granted  au- 
thority by  a  State  or  governmental 
subdivision  thereof,  to  administer  laws, 
regulations,  ordinances  or  rules  per- 
taining to  the  brand  identification  of 
livestock. 

Official  brand  i$i8pecti(m  certificate.  A 
certificate  issued  by  an  official  brand 
inspection  agency  in  any  State  In 
which  such  certificates  are  required  for 
movement  of  livestock. 

Official  eartag.  An  identincation 
eartag  approved  by  APHIS  as  being 
tamper-resistant  and  providing  unique 
identification  for  each  animal.  An  offi- 
cial eartag  may  conform  to  the  alpha- 
numeric National  Uniform  Eartagging 
System,  or  it  may  bear  a  valid  prem- 
ises identification  number  that  is  used 
in  conjunction  with  the  producer's  live- 
stock production  numbering  system  to 
provide  a  unique  identification  num- 
ber. 

Official  swine  tattoo.  A  tattoo,  con- 
forming to  the  six-character  alpha-nu- 
meric National  Tattoo  System,  that 


9  CFR  Ch.  i  (1-1-03  Ectttion) 

provides  a  unique  identification  fbr 
each  herd  or  lot  of  swine. 

Person.  Any  Individual,  corporation, 
company,  association,  firm,  paitneiv 
ship,  society,  or  joint  stock  company, 
or  other  legal  entity. 

Premises  identification  number.  A 
unique  number  assigned  by  the  State 
animal  health  official  to  a  livestock 
production  unit  that  is,  in  the  judg- 
ment of  the  State  animal  health  offi- 
cial or  area  veterinarian  in  charge, 
epldemiolog-lcally  distinct  from  other 
livestock  production  units.  A  premiaee 
identification  number  shall  consist  of 
the  State's  two-letter  postal  abbrevia- 
tion followed  by  the  premises'  assigned 
nimiber.  A  premises  Identification 
number  may  be  used  in  conjunction 
with  a  producer's  own  livestock  pro- 
duction numbering  system  to  provide  a 
unique  identi^cation  number  for  an 
animal. 

Purebred  registry  assodaUon.  A  swine 
breed  association  formed  and  perpet- 
uated for  the  maintenance  of  records  of 
purebreeding  of  swine  species  for  a  qpe- 
cific  breed  whose  characteristics  are 
set  forth  in  constitutions,  by-laws,  and 
other  rules  of  the  association. 

Qxiarantlned  area.  Tha  States,  Terri- 
tories, or  the  District  of  Columbia  or 
portions  thereof  quarantined  by  the 
Secretary  of  Agriculture  for  the  spe- 
cific contagious,  Infectious,  or  commu- 
nicable animal  disease  mentioned  in 
each  part. 

Slaughter  swine.  Swine  being  sold  or 
moved  for  slaughter  purposes  only. 

State.  Any  of  the  50  states,  the  Com- 
monwealth of  Puerto  Rico,  the  Com- 
monwealth of  the  Northern  Mariana  Is- 
lands, the  District  of  Columbia,  and 
any  territories  and  possessions  of  the 
United  States. 

State  animal  health  official.  The  state 
official  responsible  for  livestock  and 
poultry  disease  control  and  eradication 
programs. 

State  representative.  An  Individual  em- 
ployed in  animal  health  work  by  a 
state  or  a  political  subdivision  thereof 
and  authorized  by  such  state  or  polit- 
ical subdivision  to  perform  the  ftmc- 
tion  Involved. 

Swine  production  health  plan.  A  writ- 
ten agreement  developed  for  a  swine 
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production  system  designed  to  main- 
tain the  health  of  the  swine  and  detect 
signs  of  communicable  disease. 

The  plan  must  identify  all  premises 
that  are  part  of  the  swine  prodaction 
system  and  that  receive  or  send  swine 
in  interstate  commorce  and  must  pro- 
vide for  regular  inspections  of  all  iden- 
tified premises  and  swine  on  the  prem- 
ises, at  intervals  no  greater  than  30 
days,  by  the  swine  production  system 
accredited  Yeterinarian(s).  The  plan 
must  also  describe  the  recordkeeping 
system  of  the  swine  inrodnction  system. 
The  plan  will  not  be  valid  unless  it  is 
signed  by  an  official  of  each  swine  pro- 
duction system  identified  in  the  plan, 
the  swine  production  system  accredited 
veterinarian(s).  an  APHIS  representa- 
tive, and  the  State  animal  health  offi- 
cial from  each  State  in  which  the  swine 
production  ssrstem  has  premises.  In  the 
I>lan,  the  swine  production  system 
must  acknowledge  that  it  has  >)een  in- 
formed of  and  has  notified  the  man- 
agers of  all  its  premises  listed  in  the 
plan  that  any  fedlure  of  the  partici- 
pants in  the  swine  production  system 
to  abide  by  the  provisions  of  the  plan 
and  the  applicable  provisions  of  this 
part  and  part  85  of  this  chapter  con- 
stitutes a  basis  for  the  cancellation  of 
the  swine  production  health  plan,  as 
well  as  other  administrative  or  crimi- 
nal sanctions,  as  appropriate. 

Swine  production  system.  A  swine  pro- 
duction enterprise  that  consists  of 
multiple  sites  of  production;  i.e..  sow 
herds,  nursery  herds,  and  growing  or 
fIniBhing  herds,  hut  not  including 
slaughter  plants  or  livestock  markets, 
that  are  connected  by  ownership  or 
contractual  relationships,  between 
which  swine  move  while  remaining 
under  the  control  of  a  single  owner  or 
a  group  of  contractually  connected 
owners. 

Swine  production  system  accredited  vet- 
erinarian.  An  accredited  veterinarian 
who  is  named  in  a  swine  production 
health  plan  for  a  premises  within  a 
swine  production  system  and  who  per- 
forms inspection  of  such  premises  and 
animals  and  other  duties  related  to  the 
movement  of  swine  in  a  swine  produc- 
tion system. 

Tick  infested.  Infested  with  the  ticks 
Boophilus     annulatus  (Margaropus 


annulatus).  Boophilus  microplus,  or 

Rhipicephalus  everts!  evertsi. 

Utiited  States  Department  of  Agri- 
culture backtag.  A  backtag  issued  by 
APHIS  that  conforms  to  the  eight- 
character  alpha-numeric  National 
BacktagffinR-  System,  and  that  provifb's 
unique  identification  for  each  animal. 

[28  FR  5937.  June  13,  1963.  as  amended  at  29 
FR  14489.  Oct.  22.  1964;  35  FR  14197.  .Sept.  9. 
1970:  38  FR  18011.  July  6.  1973;  .50  FR  15987. 
Nov.  G.  1985:  51  FR  32,59<).  Sept.  12.  1986.  .53  FR 
40385.  Oct.  14.  1988:  .55  FR  11155.  11156.  Mar.  27. 
1990:  55  FR  15320.  Apr.  23,  1990;  62  FR  27933, 
May  22.  1997;  62  FR  54768,  Oct.  22,  1987;  66  PE 
65602.  Dec.  20,  2001] 

971.2  Secretary  to  issue  rule  gov- 
erning quarantine  and  interstate 

elndlng  poultiy. 

When  the  Secretary  of  Agriculture 
shall  determine  the  fact  that  poultry 
or  other  animals  in  any  State,  Terri- 
tory, or  the  District  of  Columbia  are 
affected  with  any  contagious,  infec- 
tious, or  communicable  disease  of  live- 
stock or  poultry  for  which,  in  his  opin- 
ion, a  quarantine  should  be  established 
or  that  other  basis  for  a  quarantine  ex- 
ists.  notice  will  be  given  of  that  fact, 
and  a  rule  will  be  issued  accordingly, 
placing  in  quarantine  such  State,  Ter- 
ritory, or  the  District  of  Columbia,  or 
specified  portion  thereof.  This  rule  will 
either  absolutely  forbid  the  interstate 
movement  of  the  quarantined  animals 
from  the  quarantined  area  or  will  indi- 
cate the  regulations  under  which  inter- 
state movements  may  be  made. 

(34  FR  15641.  Oct.  9. 1969] 

§71.3  Interstate  movement  of  diseased 
animals  and  poultiy  geMnrally  pro- 
hibited. 

(a>  Animals  or  poultry  affected  with 
any  of  the  following  diseases,  which  are 
endemic  to  the  United  States:  Equine 
piroplasmosis,  bovine  plroplasmosls  or 
splenetic  fever,  scabies  in  cattle, 
pseudorabies,  acute  swine  erysipelas, 
tuberculosis,  Johne's  disease,  brucel- 
losis, scraiiie;  bluetongue,  anthrax, 
chlamydiosis.  poultry  disease  caused 
by  Salmonella  enteritidis  serotype 
enteritidis,  and  Newcastle  disease,  or 
any  other  communicable  disease  which 
is  endemic  to  the  United  States,  or 
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which  are  cattle  fever  tick  infested, 
shall  not  be  moved  interstate. 

(b)  Animals  or  poultry  affected  with 
any  of  the  following  diseases,  not 
known  to  exist  in  the  United  States: 
foot-and-mouth  disease,  rinderpest.  Af- 
rican swine  fever,  hog  cholera,  Teschen 
disease,  contagions  bovine 
pleuropneumonia.  European  fowl  pest, 
dourine.  contaR'ious  equine  metritis, 
vesicular  exanthema,  screwworms  and 
glanders,  scabies  in  sheep  or  any  other 
communicable  foreign  disease  not 
known  to  exist  in  the  United  States, 
shall  not  be  moved  interstate. 

(c)  Notwithstanding  the  provisions  of 
paragraphs  (a)  and  (h)  of  this  section: 

fl)  Domestic  animals  that  have  re- 
acted to  an  official  test  for  brucellosis, 
are  not  affected  with  any  other  disease 
referred  to  in  this  section,  and  are  not 
tick  infested  may  be  moved  interstate 
in  accordance  with  part  78  of  this  chap- 
ter. 

(2)  Domestic  animals  that  are  posi- 
tive to  an  official  Johne's  disease  test, 
are  not  affected  with  any  other  disease 
referred  to  in  this  section,  and  are  not 
tick  infested  may  be  moved  interstate 
in  accordance  with  part  80  of  this  chap- 
ter. 

(8)  OatUe  which  have  reacted  to  the 

tuberculin  test,  which  are  not  affected 
with  any  other  disease  referred  to  in 
this  section  and  are  not  tick  infested, 
may  be  moved  interstate  in  accordance 
with  the  provisions  of  177.5  of  this  snb- 
chapter 

(4)  Poultry  alXected  with  disease 
caused     by     Salmonella  enteritidis 

serotype  enteritidis  may  be  moved 
interstate  in  accordance  with  part  82  of 
this  chapter. 

(6)  Swine  infected  with  or  exposed  to 
pseudorabies  may  be  moved  interstate 
in  accordance  with  part  85  of  this  chap- 
ter. 

(d)  Notwithstanding  the  provisions  of 

paragraphs  (a)  and  fb)  of  this  section, 
livestock  which  is  found  to  be  diseased 
may  be  moved  interstate  in  accordance 
with  paiagraphs  (dXl)  through  (6)  of 
this  section:  Provided,  That  such  live- 
stock is  not  tick  infested  or  affected 
with  any  disease  referred  to  in  this  sec- 
tion other  than  the  diseases  named  in 
this  parag-raph:  And  provided  further. 
That  such  livestock  is  accompanied  by 
a  certificate,  issued  by  an  APHIS  or 


State  representative  or  accredited  vet- 
erinarian stating  the  destination  of  the 
animals;  the  purpose  for  which  they 
are  to  be  moved;  the  number  of  animals 
covered  by  the  certificate:  the  point 
from  which  the  animals  are  moved 
interstate;  and  the  name  and  address  of 
the  owner  or  shipper. 

(1)  Livestock  affected  with  one  or 
more  of  the  following  diseases  may  be 
moved  interstate  for  immediate 
slaughter  to  a  slaughtering  establish- 
ment where  State  or  Federal  meat  in- 
spection is  maintained;  Actinomycosle, 
actinobacillosis,  anaplasmosis,  atroph- 
ic rhinitis,  contagious  ecthyma,  foot 
rot,  infectious  keratitis,  ram 
epididymitis,  ringworm,  swine  influ- 
enza, arthritis  (simple  lesions  only), 
and  shipping  fever. 

(2)  Cattle  with  slight  unopened  cases 
of  actinomycosis  or  actinobacillosis  (or 
both)  may  he  moved  interstate  to  a 
feed  lot  in  the  State  of  destination: 
Provided,  That  such  oaittle  are  not  af- 
fected with  any  other  disease  named  in 
this  paragraph. 

(3)  Sheep  affected  with  or  exposed  to 
contagious  ecthyma  may  be  moved 
interstate  to  a  feed  lot  located  in  a 
State  the  laws,  rules,  or  regulations  of 
which  require  that  such  sheep  be  seg- 
regated or  quarantined  under  a  permit 
tpom  an  ofOcial  of  such  State:  Protrided, 
That  such  sheep  are  not  affected  with 
any  other  disease  named  in  this  para- 
graph. 

(4)  Livestock  affected  with  one  or 

more  of  the  following  diseases  may  be 
moved  interstate  for  any  purpose  to  a 
State  the  laws,  rules,  or  regulations  of 
which  require  that  such  livestock  be 

segregated  or  quarantined  under  a  per- 
mit from  the  appropriate  livestock 
sanitary  official  of  such  State:  actino- 
mycosis, actinobacillosis,  contagious 

ecthyma,  foot  rot,  and  shipping  fever: 
Provided,  That  such  livestock  1."^  not  af- 
fected with  any  other  disease  named  in 
this  paragraph. 

(5)  Livestock  affected  with  infectious 
keratitis  or  ringworm  (or  both)  may  be 
moved  interstate  for  any  purpose  if 
treated  under  the  supervision  of  an 
APHIS  or  State  representative  or  an 
accredited  veterinarian  prior  to  move- 
ment: Provided,  That  such  livestock  is 
not  affected  with  any  other  disease 
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named  in  this  paragraph.  Livestock  af- 
fected with  infectious  keratitis  or 
ring-worm  (or  both)  and  also  with  an- 
other disease  named  in  this  paragraph 
may  tie  moved  interstate  only  under 
the  applicable  provisions  of  paragraphs 
(d)(1)  through  (4)  of  this  section  after 
being  so  treated  for  Infectious  keratitis 
or  ringworm  (or  both),  buch  livestock 
will  lie  subject  to  further  treatment  at 
destination,  if  required. 

(6)  Other  Movements.  The  Adminis- 
trator may  provide  for  the  movement, 
not  otherwise  provided  for  In  tbis  para- 
graph, of  animals  affected  with  the  dis- 
eases named  in  paragraph  (d)(1)  of  this 
section,  under  such  conditions  as  he 
may  prescribe  to  prevent  the  spread  of 
disease.  The  Administrator  will 
promptly  notiljjr  the  appropriate  live- 
stock sanitary  officials  of  the  States 
involved  of  any  such  action. 

(e)  Notwithstanding  the  provisions  of 
paragraphs  (a)  and  (b)  of  this  section, 
the  Administrator  in  specific  cases  and 
under  such  conditions  as  he  may  pre- 
scribe to  prevent  the  dissemination  of 
disease  may  provide  for  the  interstate 
movement  of  Individual  animals  af- 
fected  with  contatrious.  infectious,  or 
communicable  disease  to  a  designated 
diagnostic  or  research  facility  when  ac- 
companied by  a  permit  from  the  appro- 
priate livestock  sanitary  official  In  the 
State  of  destination:  Provided,  That 
animals  so  moved  shall  be  maintained 
in  quarantine  at  such  designated  facil- 
ity until  freed  of  disease  as  determined 
by  tests  rec  oarnized  by  the  Department, 
until  natural  death,  or  until  disposal 
by  euthanasia. 

(f)  Before  offering  cattle  or  other 
livestock  or  poultry  for  Interstate 
transportation.  transporting  them 
interstate,  or  introducing  them  into 
any  stockyards  or  upon  routes  of  traf- 
fic for  Interatate  transportation,  all 
persons,  companies,  or  corporations  are 
required  to  exercise  reasonable  dili- 
gence to  ascertain  whether  such  ani- 
mals or  poultry  are  affected  with  any 
contagious.  Infectious,  or  commu- 
nicable disease,  or  have  been  exposed 
to  the  contagion  or  infection  of  any 
such  disease  by  contact  with  other  ani- 
mals or  poultry  so  diseased  or  by  loca- 
tion In  pens,  cars,  or  other  vehicles,  or 


upon  premises  that  have  contained  ani- 
mal or  poultry  so  diseased. 

[28  FR  5637,  June  13. 1969] 

Editori.m.  Note:  For  Federal  Register  ci- 
tations affecting  §71.3,  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  GPO  Access. 

fi71.4   Maintenance  of  certain  facilitiee 
and  premises  in  a  sanitary  condi- 
tion required;  cleaning  and  dis- 
infection,  when  required; 
classed  as  '^exposed. 

(a)  Yards,  pens,  chutes,  alleys,  and 
other  facilities  and  premises  which  are 
used  in  connection  with  the  interstate 
movement  of  livestock  or  poultry  shall 
be  maintained  by  the  person  in  posses- 
sion of  the  facilities  and  premises  in  a 
dean  and  sanitary  condition,  in  ac- 
cordance with  yood  animal  husbandry 
practices,  and  shall  be  subject  to  in- 
spection by  an  APHIS  or  State  rep- 
resentative. Wlum  an  AFHIS  or  State 
representative  determines  that  such  fa- 
cilities or  premises  are  not  in  such 
clean  and  sanitary  condition  and  gives 
written  notice  of  his  determination  to 
such  person,  the  facilities  and  premises 
shall  be  cleaned  and  disinfected  in  ac- 
cordance with  §§71.7  and  71.10  through 
71.12  by  such  person  under  the  super- 
vision of  an  APHIS  or  State  represent- 
atlve  or  an  accredited  veterinarian  be- 
fore such  premises  are  again  used  for 
livestock  or  poultry. 

Cb)  Yards,  pens,  chutes,  ailesrs,  and 
other  facilities  and  premises  which 
have  contained  interstate  shipments  of 
cattle,  sheep,  swine,  poultry,  or  other 
animals  affected  with,  or  carrying  the 
Infection  of.  any  contag-ious.  infec- 
tious, or  communicable  disease  of  live- 
stock or  poultry  other  than  slight  un- 
opened cases  of  actinomsrcosls  or  acti- 
nobacillosis  (or  both),  bovine  foot  rot, 
atrophic  rhinitis,  ram  f^pididymitis. 
ringworm,  infectious  keratitis,  and  ar- 
thritis (simple  lesloiuB  only),  shall  be 
cleaned  and  disinfected  under  the  8U- 
pervi.-sion  of  an  APHIS  or  State  rep- 
resentative or  an  accredited  veteri- 
narian in  accordance  with  §f71.7  and 
71.10  through  71.12  before  such  premises 
are  again  used  for  animals,  and  any 
poultry  or  other  animals  unloaded  into 
such  yards  or  premises  before  they 
have  been  so  cleaned  and  disinfected 
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shall  thereafter  be  classed  as  "ex- 
posed"*  within  tlie  m^'aning  of  the  regu- 
lations in  this  subchapter  and  shall  not 
be  moved  interstate  except  in  compli- 
ance with  the  provisions  of  such  regru- 
lations  applicable  to  "eziKiaed"  ani- 
mals. 

[34  FR  i564i.  Oct.  9.  1969.  as  amended  at  55  FR 
1U56,  27.  1990:  56  FR  16830.  Apr.  28.  1990; 
62  FR  27988,  ftfay  22. 1997] 

971JS  Unsanitary  railroad  ears,  tmdcs, 
boats,  aircraft  or  other  means  of 
eomveyance;  interstate  movement 
restricted. 

No  person  who  receives  notice  from 
an  APHIS  representative  that  a  rail- 
road car.  truck,  boat,  aircraft  or  other 
means  of  conveyance  owned  or  oper- 
ated by  snch  person  is  not  in  a  olean 
and  sanitary  condition  in  accordance 
with  good  animal  husbandry  practices, 
shall  thereafter  use  such  means  of  con- 
vesMce  in  connection  ?rith  the  inter- 
state movement  of  livestock  or  ponl- 
try.  or  move  said  means  of  conveyance 
interstate,  until  it  has  been  cleaned 
and  disinfected  under  the  supervision 
of  an  APHIS  or  State  representative  or 
an  accredited  veterinarian  in  accord- 
ance with  §§71.7  and  71.10  through  71.12. 

[34  FR  15641.  Oct.  9. 1969.  as  amended  at  55  FR 
1U66.  lltor.  27. 1990;  56  FR  15820,  Apr.  28.  1900; 
62  FR  27988.  BCay  22. 1907] 

ins  Carrier  responsible  lor  cleaning 

and  disinfecting  of  railroad  cars, 
trucksy^boats,   aircraft   or  other 

(a)  Railroad  cars,  trucks,  boats,  air- 
craft, and  other  means  of  conveyance 
which  have  been  used  in  the  interstate 
transportation  of  cattle,  sheep,  swine, 
poultry,  or  other  animals  affected 
with,  or  carrsrlnir  the  infection  of,  any 
contagious,  infectious,  or  commu- 
nicable disease  of  livestock  or  poultry, 
other  than  sllg'ht  unopened  cases  of  ac- 
tinomycosis or  actinobacillosis  (or 
both),  atrophif  rhinitis,  bovine  foot 
rot,  brucellosis,  ram  epididymitis, 
ringworm,  infections  keratitis,  and  ar- 
thritis (simple  lesions  only),  shall  be 
cleaned  and  disinfected  under  APHIS 
supervision  in  accordance  with  §§71.7 
and  71.10  through  71.12  at  the  point 
where  the  animals  are  unloaded  and 
the  final  carrier  shall  be  responsible 
for  such  cleaning  and  disinfecting:  Pro- 
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vided.  That  when  APHIS  supervision  is 
not  available  at  such  point,  the  means 
of  conveyance  may  be  cleaned  and  dis- 
infected under  the  superviaioa  of  a 
State  representative  or  an  accredited 
veterinarian. 

(b)  No  railroad  car.  truck,  boat,  air- 
craft or  other  means  of  conveyance 
Itom  which  poultry  or  other  animals 
affected  with  an  infections,  contagious 
or  communicable  disease  of  livestock 
or  poultry,  other  than  those  specified 
in  §  71.4(b),  have  been  unloaded  shall 
thereafter  be  used  in  connection  with 
the  interstate  movement  of  animals. 
Including  poultry,  or  be  moved  inter- 
state until  it  has  been  cleaned  and  dis- 
InfBcted  by  the  final  carrier  under  the 
supervision  of  an  APHIS  or  State  rep- 
resentative or  an  accredited  veteri- 
narian in  accordance  with  §§71.7  and 
71.10  through  71.12. 

(c)  If  APHIS  supervision  or  other  su- 
pervision as  required  by  paragraph  (a) 
or  (b)  of  this  section  or  proper  cleaning 
and  disinfecting  facilities  are  not 
available  at  the  point  where  the  ani- 
mals are  unloaded,  upon  permission 
first  roroivpd  from  the  Animal  and 
Plant  Health  Inspection  Service,  the 
means  of  conveyance  may  be  forwarded 
empty  to  a  point  at  which  mndt  svper- 
vision  and  facilities  are  available,  and 
there  be  cleaned  and  disinfected  under 
supervision  in  accordance  with  §§71.7 
and  71.10  through  71.12. 

[34  FR  15641.  Oct.  9. 1960,  as  amended  at  37  FR 
25337,  Nov,  30,  1972;  39  FR  4465.  Feb.  4.  1974;  ,55 
FR  11156.  Mar.  27.  1990:  S5  FR  15320,  Apr.  23, 
1990;  62  FR  27934.  May  22,  1997J 

§71.7  Means  of  conveyance,  facilities, 
premises,  and  cages  and  other 
equimnent;  inedMMB  of  cleaning 

(a)  Railroad  cars,  trucks,  aircraft,  or 

other  means  of  conveyance,  except 
boats,  required  by  the  regulations  in 
this  subchapter  to  be  cleaned  and  dis- 
infected Shall  be  treated  in  the  fol- 
lowing manner:  Remove  all  litter  and 
manure  from  all  portions  of  the  con- 
veyance, including  any  external  ledges 
and  framework:  clean  the  ezterior  and 
interior  of  the  conveyance:  and  satu- 
rate the  entire  interior  surface,  includ- 
ing the  inner  surface  of  the  doors  of  the 
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conveyance,  with  a  permitted  dis- 
infectaBt  specified  in  Si  71*10  through 
71.12. 

(b)  Boats  required  by  the  regulations 
in  this  subchapter  to  be  cleaned  and 

disinfected  shall  be  treated  in  the  fol- 
lowing manner:  Remove  all  litter  and 
manure  from  the  decln  and  stalls,  and 
all  other  parts  of  the  boat  occupied  or 
traversed  by  any  poultry  or  other  ani- 
mals and  from  the  portable  chutes  or 
other  appliances  or  fixtures  used  in 
loading  and  unloading  the  animals,  and 
saturate  with  a  permitted  disinfectant 
the  entire  surface  of  the  deck,  stalls,  or 
other  parts  of  the  boat  occupied  or  tra- 
versed by  any  animals  or  with  which 
they  may  come  in  contact  or  which 
have  contained  litter  or  manure. 

(c)  Yards,  pens,  chutes,  alleys,  cages, 
and  other  equipment  required  by  the 
regulations  in  this  subchapter  to  be 
disinfected  shall  be  treated  in  the  fol- 
lowing manner:  Empty  all  troughs, 
racks,  or  other  feeding  or  watering  ap- 
pliances; remove  all  litter  and  manure 
from  the  floors,  posts,  or  other  parts; 
and  saturate  the  entire  surface  of  the 
fencing,  troughs,  chutes,  floors,  walls, 
and  other  parts  with  a  permitted  dis- 
infectant specified  in  §§71.10  through 
71.12. 

[34  FR  15642,  Oct.  9, 1969.  as  amended  at  61  FR 
88888.  Nov.  5. 1906] 

§71.10   Permitted  disinfectants. 

(a)  Disinfectants  permitted  for  use  on 
cars,  boats,  and  other  vehicles,  prem- 
ises, and  cages  and  other  equipment 

are  as  follows: 

(1)  "Cresylic  disinfectant''  in  the  pro- 
portion of  at  least  4  floid  ounces  to  1 

gallon  of  water. 

(2)  Liquefied  phenol  (U.S. P.  strength 
87  ];)ercent  phenol)  in  the  proportion  of 
at  least  6  fluid  ounces  to  1  gallon  of 

water. 

(3)  Chlorinated  lime  (U.S. P.  strentrth. 
30  percent  available  chlorine)  in  the 
proportion  of  1  pound  to  8  gallons  of 
water. 

(4)  Sodium  hydroxide  (Lye)  prepared 
in  a  fresh  solution  in  the  proportion  of 
not  less  than  1  pound  avoirdupois  of  so- 
dium  hydroxide  of  not  less  than  95  per- 
cent purity  to  6  gallons  of  water,  or 
one  13Vi2  ounce  can  to  5  gallons  of 
water.  Due  to  the  extreme  caustic  na- 
ture of  sodium  hydroxide  solution,  pre- 


cautionary  measures  such  as  the  wear- 
ing of  rubber  gloves,  boots,  raincoat, 
and  goggles  should  be  observed.  An 
acid  solution  such  as  vinegar  shall  be 
kept  readily  available  in  case  any  of 
the  sodium  hydroxide  solution  Should 
come  in  contact  with  the  body. 

(5)  Disinfectants  which  are  registered 
under  the  Federal  Insecticide,  Fun- 
tricide.  and  Rodenticide  Act  (7  U.S.C. 
135  at  seq.).  with  tuberculocidal  claims, 
as  disinfectants  for  general  use,  may  be 
used  for  the  purpose  of  this  part  in  ac- 
cordance with  directions  on  the  labels 
accepted  in  connection  with  their  reg- 
istration. However,  disinfectants  which 
fall  in  this  category  are  not  permitted 
for  use  in  outbreaks  of  foreign  animal 
diseases  unless  in  specific  cases  such 
use  is  approved  in  advance  by  the  Ad- 
ministrator. 

(b)  The  use  of  "cresyllc  disinfectant" 
is  permitted  subject  to  the  following 
conditions: 

(1)  The  manufacturer  thereof  shall 
have  oVttained  fljecific  permission  from 
APHIS  for  the  use  of  his  products  in  of- 
ficial disinfection.  To  obtain  such  per- 
mission manufacturers  shall  flmt  sub- 
mit a  sample  of  at  least  8  ounces  for 
examination,  together  with  a  state- 
ment of  the  formula  employed  and  a 
guaranty  that  the  product  will  be 
maintained  of  a  quality  uniform  with 
the  sample  submitted. 

(2)  To  prevent  confusion,  the  pioduct 
of  each  manufacturer  and  distributor 
shall  bear  a  distinctive  trade  name  or 
brand,  totrether  with  the  name  of  the 
manufacturer  or  distributor. 

(3)  The  product  shall  at  all  times  con- 
form to  specifications  for  composition 
and  performance  issued  by  the  Admin- 
istrator. 

[28  FR  5937.  June  13,  1963,  as  amended  at  32 
PR  19157.  Dec.  20.  1967;  37  FR  8864.  May  2. 
1972:  37  FR  9400.  May  11,  1972;  55  FR  11156, 
Mar  97.  1000:  .SS  PR  15890.  Apr,  38.  IMO;  61  FB 

56883,  Nov.  5.  199G] 

ft  71.11    Cresylic    disinfectant    as  per- 
mitted disinfectant;  specifications. 

The  following  specifications  will  be 
employed  for  determininir  the  suit- 
ability of  cresylic  disinfectant  for  use 
under  the  provisions  of  §71.10(bn 3 1: 

(a)  The  product  shall  remain  a,  uni- 
form liquid  when  held  at  0  *C.  (82  'F.) 
for  3  hours  (chill  test). 
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(b)  The  product  shall  dissolve  com- 
pletely in  30  parts  of  distilled  water  at 
25  °C.  (77  °F.)  within  2  minutes  (solu- 
tion-rate test),  producing  a  solution 
entirely  free  from  globules  and  not 
more  than  faintly  opalescent  (solu- 
bility-degree test). 

(c)  The  product  shall  contain  not 
more  than  25  percent  of  inert  ingredi- 
ents (water  and  trlycerin).  not  more  ex- 
cess alkali  than  the  equivalent  of  0.5 
percent  of  sodium  hydroxide,  and  not 
less  than  21  percent  of  soap  exclusive  of 
water,  g-lycerin,  and  excess  alkali. 

(d)  The  product  shall  contain  not  less 
than  50  percent  and  not  more  than  53 
percent  of  total  phenols.  It  shall  con- 
tain less  than  6  percent  of  hensophenol 
(C«HSOH). 

(e)  The  methods  of  determining  com- 
pliance with  the  specifications  in  para- 
graphs fa)  to  (d)  of  this  section  will  he 
those  described  in  United  States  De- 
partment of  Agriculture  Bulletin  1308, 
Chemical  and  Physical  Methods  for  the 
Control  of  Saponified  Cresol  Solutions, 
so  far  as  they  are  applicable. 

(f)  Any  suitable  glyceride,  fat  acid,  or 
resin  acid  may  be  used  in  prepckrtng  the 
soap,  but  not  all  are  suitable  nor  are 
all  grades  of  a  single  product  equally 
suitable.  Also  various  grades  of  com- 
mercial cresyUc  add  differ  in  suit- 
ability. Therefore,  manufacturers  are 
cautioned  to  prepare  a  trial  laboratory 
batch  from  every  set  of  ingredients  and 
to  prove  its  conformity  with  para- 
graphs fa)  and  fb)  of  this  section,  before 
proceeding  with  manufacture  on  a  fac- 
tory scale. 

(71.12  Sodium  orthophenylphenate  as 
permitted  disinfectant  for  premises 
nifeeted  wMi  tubereuloeis* 

(a)  A  permitted  brand  of  sodium 
orthophenylphenate  in  a  proportion  of 
at  least  one  pound  to  12  gallons  of 
water  is  permitted  in  tuberculosis 
eradication  work  for  disinfecting  in- 
fected premises  following  the  removal 
of  cattle  that  reacted  to  the  tuberculin 
test. 

(b)  It  is  absolutely  necessary  that  the 

solution  be  applied  at  a  temperature  of 
60  °F.  or  over.  Whenever  the  tempera- 
ture of  the  building  to  be  disinfected  is 
below  60  *F.,  as  indicated  by  a  wall 
thermometer,  the  solution  shall  be 
heated  to  120  °F.  and  higher  in  very 


cold  weather,  to  insure  effective  dis- 
infection. 

laspection   of  aUpiMBta  in 
transit  by  APHIS  repteeeHlailva. 

All  persons  and  corporations  having 
control  of  the  interstate  transpor- 
tation of  livestock  or  poultry  shall, 
when  directed  by  an  APHIS  inspector 
so  to  do,  stop  the  same  in  transit  for 
inspection,  and  if  any  of  such  poultry 
or  other  animals  are  found  upon  such 
inspection  to  be  infected  with  any  con- 
tagious, infectious,  or  communicable 
disease  or  to  have  been  exposed  to  such 
infection,  the  person  or  corporation 
having  control  of  the  transportation  of 
such  poultry  or  other  animals  shall, 
upon  receipt  of  an  order  from  an 
APHIS  representative  so  to  do,  cease 
the  carriage,  transportation,  or  moving 
of  such  poultry  or  other  animals  unless 
such  carriage,  transportation,  or  mov- 
ing can  be  accomplished  in  accordance 
with  the  regulations  in  this  subchapter 
governing  the  interstate  movement  of 
poultry  or  other  animals  infected  with 
or  which  have  been  exposed  to  the  in- 
fection of  such  disease,  and  in  all  cases 
afber  the  discovery  of  suOh  infeotioa  or 
exposure  thereto  such  poultry  or  other 
animals  shall  be  handled  in  accordance 
with  such  regulations. 

[28  FR  5937.  June  13.  1963.  as  amended  at  34 
FR  15042.  Oct.  »,  1989:  55  FR  11186.  llSr.  27, 
1990:  55  FR  15320,  Apr.  23.  1990;  62  FR  2f7g94, 

May  22,  1997J 

S  71.14  Slaughter  of  poultry  or  other 
animals  to  prevent  spread  of  dis- 
eas^^iwag^*""**"**  of  vakw  awl 

When,  in  order  to  prevent  the  spread 
of  any  contagious,  infectious,  or  com- 
municable disease,  it  becomes  nec- 
essary to  slaughter  any  diseased  or  ex- 
posed animals,  including  poultry,  and 
the  purchase  of  such  animals,  including 
poultry,  by  the  United  States  is  au- 
thorized by  law  and  an  appropriation  is 
available  therefor,  the  value  of  the  ani- 
mals, including  poultry  shall  be 
ascertained  and  compensation  made 
therefor  in  accordance  with  the  ordoEB 
or  regulations  of  the  Secretary  of  Agti- 
culture. 

[28  FR  5937.  Junp  1.3.  1963.  as  amendad  at  84 
FR  15642.  Oct.  9.  1969] 
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S71.1S  Movement  from  quarantined  to 
free  area  and  shipment  therefrom; 
conditions  under  which  permitted. 

No  livestock  or  poultry  shall  be 
shipped,  trailed,  diiven,  or  hauled  in 
prlyate  conveyance  from  the  quaiv 
antined  area  in  any  State.  Territory, 
or  the  District  of  Columbia  to  the  free 
area  in  the  same  State,  Territory,  or 
the  District  of  Columbia  and  subse- 
quently delivered  to  a  transportation 
company  for  shipment  or  moved  to  any 
other  State,  Territory,  or  the  District 
of  Columbia  without  complying  with 
all  Federal  and  State  regulations  per- 
taining to  such  movements. 

[28  FR  5937.  June  13,  1968.  as  amended  at  34 

FR 15642.  Oct.  9.  1969] 

§71.16  Inspection  and  certification  of 
poultry  or  other  animals  for  inter- 

(a)  Assistance  and  facUiUes.  When 

poultry  or  other  animals  are  to  he  in- 
spected and  certified  by  an  APHIS  rep- 
resentative, assistance  and  proper  fa- 
cilities for  restraining  them  shall  be 
provided  in  order  that  a  careful  inspec- 
tion may  be  made,  and  the  representa- 
tive while  making  the  inspection  shall 
not  be  interfered  with  In  any  manner; 
otherwise  Inspection  will  be  imme- 
diately discontinued. 

(b)  Certificates  and  other  statements  to 
accompanif  shipments.  Whenever  Inspec- 
tion or  treatment  and  the  issuance  of  a 
certificate,  statement,  test  chart,  or 
other  writing  showing  the  performance 
of  such  inspection  or  treatment  and 
the  result  thereof  is  required  by  any  of 
the  reg^ulations  in  this  subchapter  as  a 
condition  precedent  to  the  movement 
Interstate  of  any  poultry  or  other  ani- 
mal or  cla.'^s  of  poultry  or  other  ani- 
mals, or  any  poultry  or  other  animal  or 
class  of  poultry  or  other  animals  is  so 
required  to  be  accompanied  in  inter- 
state movement  by  such  certificate, 
statement,  test  chart,  or  other  writing, 
no  such  poultry  or  other  animal  or 
poultry  or  other  animals  shall  be 
moverl  interstate  unless  and  until  the 
following  requirements  are  also  com- 
plied with: 

(1)  In  the  case  of  such  movement  by 
a  common  carrier  issuing  waybills  or 
other  form  or  forms  of  billing  covering 
the  movement,  the  said  certificate, 
statement,  test  chart,  or  other  writing 


shall  be  delivered  to  such  carrier  at  the 
time  the  poultry  or  other  animal  or 
poultry  or  other  animals  are  delivered 
for  shipment,  and  shall  become  the 
property  of  the  carrier,  and  be  by  such 
carrier  attached  to  the  billing  covering 
the  transportation  of  such  poultry  or 
other  animal  or  poultry  or  other  ani- 
mals, and  accompany  such  billing  to 
destination,  and  be  filed  with  such  bill- 
ing for  future  reference. 

(2)  In  case  of  such  movement  other- 
wise than  by  common  carrier  issuing 
waybills  or  other  form  or  forms  of  bill- 
ing.  the  said  certificate,  statement, 
test  chart,  or  other  writing  shall  ac- 
company the  poultry  or  other  animal 
or  poultry  or  other  animals  to  destinar 
tion  and  be  delivered  to  the  consignees, 
or,  in  case  the  consignor  and  consignee 
is  the  same  person,  to  the  first  pur- 
chaser purchasing  during  or  after  such 
movement  in  interstate  commerce,  or 
to  the  person  to  whom  the  poultry  or 
other  animal  or  poultry  or  other  ani- 
mals are  delivered. 

[28  FR  5937,  June  13.  1963,  as  amended  at  34 

FR  15642.  Oct.  9,  1969;  55  FR  11156.  Mar.  27, 
1990:  55  FR  15320.  Apr.  23.  1890;  62  FR  27994. 

May  22.  1997] 

§71.17  Interstate  movement  of  dead 
poultry  or  other  animals  prohibited 
in  same  car  with  live  podHry  or 
other  animals. 

No  dead  poultry  or  other  animals 
shall  be  offered  or  accepted  for  trans- 
portation or  transported  in  the  same 
car  with  live  poultry  or  other  animals 
from  the  original  point  of  shipment  in 
any  State  or  Territory  or  the  District 
of  Columbia  to  or  through  any  other 
State,  Territory,  or  the  District  of  Ck>- 
lumbia. 

[28  FR  5937.  June  13.  1963.  as  amended  at  34 
FR  18642.  Oct.  9, 1969J 

S71.18  Individual  identification  of  cer- 
tain cattle  2  years  of  age  or  over  for 
nunrement  in  interstate  wwwMercc* 

(a)  No  cattle  2  years  of  age  or  over, 

except  steers  and  spayed  heifers  and 
cattle  of  any  age  which  are  being 
moved  interstate  during  the  course  of 
normal  ranching  operations  without 
change  of  ownership  to  another  prem- 
ises owned,  leased,  or  rented  by  the 
same  individual  as  provided  in 
ff78.9(a)(3Kii)t      78.9(bK3Xlv).  and 
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78.9(c)(3)(iv)  of  this  chapter,  shall  bo 
moved  in  interstate  commerce  other 
than  in  accordance  with  the  require- 
ments of  this  section.  Any  movement 
in  interstate  commerce  of  any  cattle 
shall  also  comply  with  the  other  appli- 
cable provisions  in  this  part  and  other 
parts  of  this  snbchapter. 

(1)  WTien  permitted  under  such  other 
provisions,  cattle  subject  to  this  sec- 
tion: 

(i)  May  be  moved  in  interstate  com- 

merce  from  any  point  to  any  destina- 
tion, if  such  cattle,  when  moved  in 
interstate  commerce,  are  identified  by 
a  Department-approved  backtag^  af- 
fixed a  few  inches  from  the  midline  and 
just  behind  the  shoulder  of  the  animal, 
or  by  such  other  means  approved  by 
the  Administrator,  upon  request  in  spe- 
cific cases,  and  if  except  as  provided  in 
paragraph  (a)(5)  of  this  section  such 
cattle  when  moved  interstate  are  ac- 
companied by  a  statement  signed  by 
the  owner  or  shipper  of  the  cattle,  or 
other  document^  stating:  (A)  The  point 
from  which  the  animals  are  moved 
interstate;  (B)  the  destination  of  the 
animals;  (C)  the  number  of  animals 
covered  by  the  statement,  or  other  doc- 
ument; (D)  the  name  and  address  of  the 
owner  at  the  time  of  the  movement:  (E) 
the  name  and  address  of  the  previous 
owner  if  ownership  changed  within  four 
months  prior  to  the  movement  of  the 
cattle;  (F)  the  name  and  address  of  the 
shipper;  and  (G)  the  identifying  num- 
bers of  the  backtags  or  other  approved 
identification  applied:  Provided,  That 
identification  numbers  are  not  required 
to  be  recorded  on  such  statement  or 
document  for  cattle  moved  from  a 
stockyard  posted  under  the  provisions 
of  the  Packers  and  Stockyards  Act, 


'  Department-approved  backtagS  ttte  avail- 
able at  recognized  slauglitMriiig  eetablish- 

ments  and  specifically  approved  stockyards 
and  £rom  State  representatives  and  APHIS 
representatives.  A  list  of  recognized  slaugh- 
tering: establishments  and  spp' ifirally  ap- 
proved stockyards  may  be  obtauied  as  indi- 
cated in  178.1  of  this  chapter.  The  terms 
"State  representative'"  and  "APHIS  rep- 
resentative are  defined  in  §78.1  of  this  chap- 
ter. 

^Other  document  means  a  shipping  permit, 
an  official  health  certificate,  an  official 
brand  inspeotloo  certificate,  a  bill  of  lading, 
a  waybill,  or  an  invoice  on  which  is  listed 
the  required  information. 


1921.  as  amended  (7  U.S.C.  181  et  seq.),^ 
directly  to  a  recognized  slaughtering 
establishment  as  defined  in  §  78.1  of  this 
chapter;  or 

(11)  May  be  moved  In  interstate  com- 
merce only  from  a  farm,  ranch,  or  feed- 
lot  to  a  recognized  slaughtering  estab- 
liahment  as  defined  in  §78.1  of  this 
chapter;  or  to  a  stockyard  posted  under 
the  provisions  of  the  Packers  and 
Stockyards  Act.  1921,  as  amended  (7 
U.S.C.  181  et  seq.),  for  sale  and  shipment 
to  such  a  slangrhterlng*  establishment, 
if  such  cattle  are  identified  upon  ar- 
rival at  such  slaughtering  establish- 
ment or  stockyard  by  the  application 
of  Department-approved  backtags  or  1»y 
other  approved  identification  as  pre- 
scribed in  parag-raph  (a)(l)(i)  of  this 
section  and,  except  as  provided  in  para- 
graph (a)(5)  of  this  section  when  moved 
interstate,  are  accompanied  by  a  state- 
ment signed  by  the  owner  or  shipper  of 
the  cattle,  or  other  document^  stating: 
(A)  The  point  from  which  the  %«1*f»^1» 
are  moved  interstate;  (B)  the  destina- 
tion of  the  animals;  (C)  the  number  of 
animals  covered  by  the  statement  or 
other  document;  and  (D)  the  name  and 
address  of  the  owner  at  the  time  of 
movement;  (E)  the  name  and  address  of 
the  previous  owner  if  ownership 
cdianged  within  four  months  inrior  to 
the  movement  of  the  cattle;  and  (F)  the 
name  and  address  of  the  shipper:  Pro- 
vided, That  the  application  of  backtags 
Is  not  required  if  such  cattle  are  moved 
in  interstate  commerce  to  a  recognized 
slaughtering  establishment  as  defined 
in  §78.1  of  this  chapter  and  if.  when 
moved  in  Interstate  commerce,  such 
cattle  are  identified  by  a  brand  reg- 
istered with  an  official  brand  inspec- 
tion agency  and  are  accompanied  by  an 
official  brand  inspection  certificate: 
And  provided,  further.  That  the  applica- 
tion of  backtags  is  not  required  when 
such  cattle  are  moved  in  interstate 
commerce  to  a  recognised  slaughtering 
establishment  as  defined  in  §78.1  of  this 
chapter,  which  maintains  records  of 


^Posted  stockyards  are  designated  by  post- 
ing notice  at  Budb  stodkyBrds  and  by  publi- 
cation in  the  Feprral  Register.  Informa- 
tion concerning  posted  stockyards  may  also 
be  obtained  from  the  Washington  ofnce  or 
the  area  offices  of  the  Packers  and  Stock- 
yards Administration. 
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ownership  of  cattle  by  slanerliter  lot 

number;''  or 

(iii)  May  be  moved  in  interstate  com- 
merce for  any  purpose  other  than 
slaugliter  if  Bach  cattle,  when  moved  in 
interstate  commorce,  are  idontified  by 
Animal  and  Plant  Health  Inspection 
Service-approved  eartags  in  lieu  of 
baoktags,  and,  except  as  provided  in 
paragrraph  (a)(5)  of  this  section,  are  ac- 
companied when  moved  interstate  by 
an  owner's  statement  or  other  docu- 
ments stating:  (A)  The  point  firom 
which  the  animals  are  moved  inter- 
state, (B)  the  destination  of  the  ani- 
mals, (C)  the  number  of  animals  cov- 
ered by  the  statement  or  other  docu- 
ment, (D)  the  identifylngr  numbers  of 
the  eartags.  and  (F/t  the  name  and  ad- 
dress of  the  owner  at  the  time  of  move- 
ment; (F)  the  name  and  address  of  the 
previous  owner  If  ownership  changed 
within  four  months  prior  to  the  move- 
ment of  the  cattle;  and  (G)  the  name 
and  address  of  the  shipper:  Provided, 
That  identification  by  eartag  is  not  re- 
quired if  such  animals  are  rej^istered 
purebred  animals  which  are  moved  in 
interstate  commerce  for  any  purpose 
other  than  slaughter  and  are  Identified 
in  a  manner  acceptable  to  the  appro- 
priate breed  association  for  registra- 
tion purposes;  or  are  identified  by  a 
brand  registered  with  an  official  brand 
inspection  agency  and  are  accompanied 
by  an  official  brand  inspection  certifi- 
cate as  prescribed  in  paragraph 
(aXlXil)  of  this  section. 

(2)  The  owner's  or  shipper's  state- 
ment or  other  document-  or  retristered 
purebred  identification  required  by 
this  section  for  cattle  moved  under 
paragraph  (a)(lKi)  or  (11)  of  this  section 
shall  be  delivered  to  the  management 
of  the  stockyard  or  slaughtering  estab- 
lishment at  the  time  of  delivery  of  the 
cattle;^  and  documents  accompanjrlng 


*It  is  the  responsibility  of  the  person  who 
oaoses  the  interstate  movement  to  deter^ 
mine  whether  the  establishment  maintains 
such  records.  As  evidaice  that  the  establish- 
ment does  maintain  such  records  such  person 
should  obtain  a  ^^tatemeiit  to  that  effect 
from  the  management  of  the  establislmient 
and  retain  it  for  a  period  of  five  years  from 
the  date  of  shipment. 

*11ie  backtag  or  other  identification  num- 
ben  Bhcmld  be  included  on  the  receiving  doo- 
ament  of  the  stockyard  or  establishment  for 


animals    moved    under  paragraph 

(a)(l)(lii)  of  this  section  for  breeding  or 
dairy  purposes  shall  be  delivered  to  the 
consignee.  All  such  documents  shall  be 
made  available  for  inspection  on  re- 
quest by  a  State  or  Federal  representa- 
tive or  an  accredited  veterinarian,  as 
defined  in  §78.1.  at  any  time  within  the 
year  from  the  date  of  such  delivery. 

(3)  Each  person  who  ships,  transports, 
or  otherwise  causes  the  cattle  to  be 
moved  in  interstate  commerce  is  re- 
sponsible for  the  identification  of  the 
cattle  as  required  by  this  section. 

(4)  No  person  shall  remove  or  tamper 
with  or  cause  the  removal  of  or  tam- 
perinsj  with  a  backtag.  eartag.  brand, 
or  other  identification  device  required 
to  be  on  cattle  pursuant  to  this  section 
while  such  cattle  are  being  moved  in 
interstate  commerce,  except  at  the 
time  of  slaughter,  or  as  may  be  author- 
ized by  the  Administrator,  upon  re- 
quest in  specific  cases  and  under  such 
conditions  as  the  Administrator,  may 
impose  to  ensure  continuing  identifica- 
tion. 

(5)  Cattle  that  would  otherwise  be  re- 
quired to  be  accompanied  by  an  owner- 
shipper  statement  or  other  document  > 
as  a  condition  of  movement  in  inter- 
state commercp  under  paragraph  (a)(1) 
of  this  section,  shall  not  be  required  to 
be  accompanied  by  such  an  owner-ship- 
per statement  or  other  document  '  if 
the  following  conditions  are  met:  if  the 
cattle  are  moved  to  a  recognized 
slaughtering  establishment  as  defined 
In  S78.1  of  this  chapter  or  to  a  stock- 
yard specifically  approved  under  f  71.20; 
if  the  cattle  are  moved  from  a  farm  or 
other  premises  where  the  cattle  to  he 
moved  interstate  have  been  kept  for 
not  less  than  four  months  prior  to  the 
date  of  movement:  and  if  such  farm  or 

other  premises  has  not  h.irt  on  the 
premises  any  cattle  or  bison  from  any 


all  such  cattle  identified  by  backtabs  or 
other  identification  after  arrival  at  such 
stockyard  or  establishment. 

'Other  document  means  a  shlppin?  permit, 
an  official  health  certificate,  an  official 
brand  inspection  certificate,  a  bill  of  lading, 
a  waybill,  or  an  invoice  on  which  is  listed 
the  reQulred  information. 
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other  premises  within  four  months 
prior  to  the  date  of  movement. 

(38  FR  22768.  Au^.  24.  1973.  as  amnndcd  at  47 
FR  55656.  Dec.  13.  1982:  50  FR  45987.  Nov.  6. 
1985:  51  FR  32599.  S(>pt .  12.  1986;  52  FR  2987. 
Jan.  30.  1987:  .55  FR  11166.  Mar.  27,  1990;  62  FR 
27934.  May  22.  1997) 

§71.19  Identification  of  swine  in  inter- 
state commerce. 

(a)  (1)  Except  as  provided  in  para- 
graphs (o)  and  (b)  of  this  section,  no 
swine  may  be  sold,  transported,  re- 
ceived for  transportation,  or  offered  for 
sale  or  transportation,  in  interstate 
commerce,  unless  each  swine  Is  Identi* 
fled  at  whichever  of  the  following 
comes  first: 

(1)  The  point  of  first  commingling  of 
the  swine  in  interstate  commerce  with 
swine  from  any  other  source; 

(ii)  Upon  unloading  of  the  swine  In 
interstate  commerce  at  any  livestock 
market; 

(ill)  Upon  transfer  of  ownership  of 

the  swine  in  interstate  commerce;  or 

(iv)  Upon  arrival  of  the  swine  In 
Interstate  commerce  at  their  final  des- 
tination. 

(2)  The  identification  shall  be  by 
means  of  identification  approved  by 
the  Administrator  and  listed  in  para^ 
graph  (b)  of  this  section.  All  swlne 
shall  remain  so  identified  while  they 
are  in  interstate  commerce. 

(3)  Each  person  who  Imsrs  or  sells,  for 
his  or  her  own  account  or  as  the  agent 
of  the  buyer  or  seller,  transports,  re- 
ceives for  transportation,  offers  for 
sale  or  transportation,  or  otherwise 
handles  swine  in  Interstate  commerce, 
is  responsible  for  the  identification  of 
the  swine  as  provided  by  this  section. 

(b)  Means  of  swlne  identification  ap> 
proved  by  the  Administrator  are: 

(1)  Official  eartags,  when  used  on  any 
swine; 

(2)  United  States  Department  of  Ag- 
riculture backtags.  when  used  on  swine 

moving-  to  slaughter: 

(3)  Official  swine  tattoos,  when  used 
on  swine  moving  to  slaughter,  when 
the  use  of  the  official  swine  tattoo  has 
been  requested  by  a  user  or  the  State 
animal  health  official,  and  the  Admin- 
istrator authorises  its  use  In  writing 
based  on  a  determination  that  the  tat- 
too will  be  retained  and  visible  on  the 
carcass  of  the  swine  after  slaughter,  so 


as  to  provide  identification  of  the 

swine; 

(4)  Tattoos  of  at  least  4-characters 
when  used  on  swlne  moving  to  slaugh- 
ter, except  sows  and  boars  as  provided 

in  §78.33  of  thi.s  chapter: 

(5)  Ear  notchiii'-r  when  used  on  any 
swine,  if  the  ear  notching  has  been  re- 
corded in  the  book  of  record  of  a  pure- 
bred registry  association; 

(6)  Tattoos  on  the  ear  or  inner  flank 
of  any  swine,  if  the  tattoos  have  been 
recorded  in  the  book  of  record  of  a 
swlne  registry  association;  and 

(7^  For  slaughter  swine  and  feeder 
swine,  an  eartag  or  tattoo  bearing  the 
premises  identification  number  as- 
signed by  the  State  animal  health  offi- 
cial to  the  premises  on  which  the  swlne 

originated. 

(c  I  Swine  that  are  kept  as  a  group  are 
not  required  to  be  individually  identi- 
fied When  in  interstate  commerce  if. 

(1)  They  were  bom  on  the  same  prem- 
ises; 

(2)  They  were  raised  on  the  same 
premises  where  they  were  bom; 

(8)  They  are  moved  in  a  group  di- 
rectly to  a  .slaughtering'  establi.shment 
from  the  place  where  they  were  raised; 

(,4j  They  are  not  mixed  with  swlne 
firom  any  other  premises,  between  the 
time  they  are  born  and  the  time  they 
arrive  at  the  slaughtering  establish- 
ment; and 

(5)  They  are  slaughtered  one  after  an- 
other, as  a  group,  and  not  mixed  with 
other  swine  at  slaughter:  or  approved 
identification  is  applied  to  the  swine 
after  entry  into  the  slaughtering  estab- 
lishment. 

(d)  Serial  numbers  of  United  States 
Department  of  Agriculture  backtags 
and  official  swlne  tattoos  will  be  as- 
signed to  each  person  who  appliei  to 
the  State  animal  health  official  or  the 
Area  Veterinarian  in  Charge  for  the 
State  in  which  that  person  maintains 
his/her  or  its  place  of  business.  Serial 
numbers  of  official  eartags  will  be  as- 
signed  to  each  accredited  veterinarian 
or  State  or  Federal  representative  who 
requests  official  eartags  from  the  State 
animal  health  official  or  the  Area  Vet- 
erinarian in  Chaise,  whoever  is  respon- 
sible for  issuing  official  eartags  in  that 
State.  Persons  assigned  serial  numbers 
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of  United  States  Department  of  Agri- 
culture backtabs,  official  swine  tat- 
toos, and  official  eartags  must: 

(1)  Record  the  following  Information 
on  a  document: 

(1)  All  aerial  nombera  apjdied  to  the 
swine; 

(ii)  Any  other  serial  numbers  and  ap- 
proved identification  appearing  on  the 

swine  that  are  needed  to  identify  the 
swine  to  its  previous  owner  and  loca- 
tion; 

(iii)  The  atreet  addreaa,  including  the 

city  and  state,  or  the  township,  county, 
and  state,  of  the  premises  where  the 
approved  means  of  identification  were 
allied;  and 

(iv)  The  telephone  number,  if  avail- 
able, of  the  person  who  owns  or  pos- 
sesses the  swine. 

(2)  Blalntain  these  records  at  the  per- 
son's place  of  business  for  2  years;  and 

(3)  Make  these  records  available  for 
inspection  and  copying  during  ordinary 
hnslness  hoars  (8  a.m.  to  6:90  p.m., 
Monday  through  Friday)  apon  request 
by  any  authorized  employee  of  the 
United  States  Department  of  Agri- 
coltore,  npon  that  employee's  request 
and  presentation  of  his  or  her  official 
credentials. 

(e)(1)  Each  person  who  buys  or  sells, 
for  hla  or  her  own  account  or  as  the 
asent  of  the  buyer  or  seller,  transports, 
receives  for  transportation,  offers  for 
sale  or  transportation,  or  otherwise 
handles  swine  in  interstate  commerce, 
most  keep  records  relating  to  the 
transfer  of  ownership,  shipment,  or 
handling  of  the  swine,  such  as  yarding 
receipts,  sale  tickets,  invoices,  and 
waybills  upon  which  is  recorded: 

(1)  All  serial  numbers  and  other  ap- 
proved means  of  identification  appear- 
ing on  the  swine  that  are  necessary  to 
identify  it  to  the  person  from  whom  it 
was  purchased  or  otherwise  obtained; 
and 

(ii)  The  street  address,  indnding  city 

and  state,  or  the  township,  oonnty,  and 
state,  and  the  telephone  number,  if 
available,  of  the  person  from  whom  the 
swine  were  poroihaaed  or  otherwise  ob- 
tained 

(2)  Each  person  required  to  keep 
records  under  this  paragraph  must 
maintain  the  records  at  hla^er  or  its 
place  of  business  for  at  least  2  years 
after  the  person  has  sold  or  otherwise 


disposed  of  the  swine  to  another  per- 
son, and  for  such  further  period  as  the 
Administrator  may  require  by  written 
notice  to  the  i)erson,  for  purposes  of 
any  investigation  or  action  involving 
the  swine  identified  In  the  records.  The 
person  shall  make  the  records  avail- 
able for  inspection  and  copying  during 
ordinary  business  hours  (8  a.m.  to  5:30 
p.m.,  Monday  through  Friday)  by  any 
authorized  employee  of  the  United 
States  Department  of  Agriculture, 
upon  that  employee's  request  and  pres- 
entation of  his  or  her  official  creden- 
tials. 

(f)  No  person  may  remove  or  tamper 
with  any  approved  means  of  identifica- 
tion required  to  be  on  swine  pursuant 
to  this  section  while  it  is  in  interstate 
commerce,  except  at  the  time  of 
slaughter  as  provided  in  9  CFR 
309.16(e). 

(g)  Written  requests  for  approval  of 
swine  identification  devices  and  mark- 
ings not  listed  in  paragraph  (b)  of  this 

section  should  be  sent  to  the  Animal 
and  Plant  Health  Inspection  Service, 
Veterinary  Services.  Cattle  Diseases 
and  Surveillance,  4700  River  Road  Unit 
36,  Riverdale,  Maryland  20737-1231.  If 
the  Administrator  determines  that  the 
devices  and  markings  will  provide  a 
means  of  tracing  swine  in  interstate 
commerce,  a  proposal  will  be  publidied 
in  the  Federal  Register  to  add  the  de- 
vices and  markings  to  the  list  of  ap- 
proved means  of  swine  identification. 

(h)  Swine  moving  interstate  within  a 
swine  production  system.  Swine  moving 
within  a  swine  producttoa  system  to 
other  than  slaughter  or  a  livestock 
market  are  not  required  to  be  individ- 
ually identified  when  moved  in  inter- 
state commerce  under  the  following 
conditions: 

(1)  The  swine  may  be  moved  inter- 
state only  to  another  premises  identi- 
fied in  a  valid  swine  production  health 
plan  for  that  swine  inroduction  system. 

(2)  The  swine  production  system 
must  operate  under  a  valid  swine  pro- 
duction health  plan,  in  which  both  the 
sending  and  receiving  States  have 
agreed  to  allow  the  movement. 

(3)  The  swine  must  have  been  found 
free  from  signs  of  any  conmiunicable 
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disease  during  the  most  recent  inspec- 
tion of  t  he  premises  by  the  swine  pro- 
duction system  accredited  veteri- 
nariaaCs)  witliiii  80  days  prior  to  move- 
ment. 

(4)  Prior  to  the  movement  of  any 
swine,  the  producer(s)  moving  swine 
must  deliver  the  required  Interstate 
swine  movement  report  to  the  fol- 
lowing individuals  identified  in  the 
swine  production  health  plan: 

(1)  The  swine  production  system  ac- 
credited veterinarian  for  the  premises 
ft'om  which  the  swine  are  to  be  moved, 
and 

<ii)  The  State  animal  health  officials 

for  the  sending  and  receiving  States, 

and  any  other  State  employees  des- 
ignated by  the  State  animal  health  of- 
ficials. 

(5)  The  receiving  premises  must  not 
commingle  swine  received  from  dif- 
ferent premises  in  a  manner  that  pre- 
vents identification  of  the  premises 
that  sent  the  swine  or  groups  of  swine. 
This  m:\y  hi>  achieved  by  use  of  perma- 
nent premises  or  individual  identifica- 
tion marlcs  on  animals,  by  keeping 
groups  of  animals  received  from  one 
premises  physically  separate  from  ani- 
mals received  from  other  premises,  or 
by  any  other  effective  means. 

(6)  Each  inremises  must  maintain,  for 
3  years  after  their  date  of  creation, 
records  that  will  allow  an  APHIS  rep- 
resentative or  State  animal  health  ofn- 
cistl  to  trace  any  animal  on  the  prem- 
ises back  to  its  previous  premises,  and 
must  maintain  copies  of  each  swine 
production  health  plan  signed  by  the 
inroducer,  all  interstate  swine  move- 
ment reports  issued  by  the  producer, 
and  all  reports  the  swine  production 
system  accredited  veterinarian(s)  issue 
documenting  the  health  status  of  the 
swine  on  the  premises. 

(7)  Each  premises  must  allow  APHIS 
representatives  and  State  animal 
health  officials  access  to  the  premises 
upon  request  to  inspect  animals  and  re- 
view records. 

(8)  Once  a  month,  each  swine  produc- 
tion system  must  send  APHTS  a  writ- 
ten summary  based  on  the  intei  state 
swine  movement  report  data  that 
shows  how  many  animals  were  moved 
in  the  past  month,  the  premises  f^om 
which  they  were  moved,  and  the  prem- 
ises to  which  they  were  moved. 


(i)  Cancrllatinn  of  and  withdrawal  from 
a  swine  production  health  plan.  The  fol- 
lowing procedures  apply  to  cancella- 
tion of,  or  withdrawal  firom,  a  swine 
production  health  plan: 

(1)  A  State  animal  health  official 
may  i  an<  el  his  or  her  State's  participa- 
tion ill  a  swme  production  healtli  plan 
by  giving  written  notice  to  all  swine 
producers,  APHIS  representatives,  ac- 
credited veterinarians,  and  other  State 
animal  health  officials  listed  in  the 
plan.  Withdrawal  shall  be  effective 
upon  the  date  specified  by  the  State 
animal  health  official  in  the  notice, 
but  for  shipments  in  transit,  with- 
drawal shall  become  effective  7  da^ 
after  the  date  of  such  notice.  Upon 
withdrawal  of  a  State,  the  swine  pro- 
duction health  plan  may  continue  to 
operate  among  the  other  States  and 
parties  signatory  to  the  plan. 

(2)  A  swine  production  system  may 
withdraw  one  or  more  of  its  premises 
from  pai'ticipation  in  the  plan  upon 
giving  written  notice  to  the  Adminis- 
trator, the  accredited  veterinarian(s), 
all  swine  producers  listed  in  the  plan, 
and  State  animal  health  officials  listed 
in  the  plan.  Withdrawal  shall  be  effec- 
tive upon  the  date  specified  by  the 
swine  production  system  in  the  written 
notice,  but  for  shipments  in  transit, 
withdrawal  shall  become  effective  7 
dajrs  after  the  date  of  such  notice. 

(3i  The  .Administrator  may  cancel  a 
swine  production  health  plan  by  giving 
written  notice  to  all  swine  producers, 
accredited  veterinarians,  and  State 
animal  health  officials  listed  in  the 
plan.  The  .Administrator  shall  cancel  a 
swine  production  health  plan  after  de- 
termining that  swine  movements  with- 
in the  swine  production  system  have 
occuired  that  were  not  in  compliance 
with  the  swine  production  health  plan 
or  with  other  requirements  of  this 
chaptei .  Before  a  swine  health  produc- 
tion plan  is  canceled,  an  APHIS  rep- 
resentative will  inform  a  representa- 
tive of  the  swine  production  system  of 
the  reasons  for  the  proposed  canoella^ 
tion.  The  swine  production  system  may 
appeal  the  proposed  cancellation  in 
writing  to  the  Administrator  within  10 
days  after  being  informed  of  the  rea- 
sons for  the  proposed  cancellation.  The 
appeal  must  include  all  of  the  facts  and 
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reasODB  apon  which  the  swine  produc- 
tion system  relies  to  show  that  the  rea- 
sons for  the  proposed  cancellation  are 
Incorrect  or  do  not  support  the  can- 
cellation. The  Administrator  will  grant 
or  riony  the  appeal  in  writing  as 
promptly  as  circumstances  permit, 
stating  the  reason  for  iiis  or  her  deci- 
sion. If  there  is  a  conflict  as  to  any  ma/- 
terial  fact,  a  hearing  will  be  held  to  re- 
solve the  conflict.  Rules  of  practice 
concerning  the  hearing  will  be  adopted 
by  the  Administrator.  However,  can- 
cellation of  the  disputed  swine  produc- 
tion health  plan  shall  become  effective 
pending  final  determination  in  the  pro- 
ceeding if  the  Administrator  deter- 
mines that  such  action  is  necessary  to 
protect  the  public's  health,  interest,  or 
safety.  Such  cancellation  shall  become 
effeotiye  upon  oral  or  written  notifica- 
tion, whichever  is  earlier,  to  the  swine 
production  system  representative.  In 
the  event  of  oral  notification,  written 
confirmation  shall  be  given  as  prompt- 
ly as  circumstances  allow.  This  can- 
cellation shall  continue  in  effect  pend- 
ing the  completion  of  the  proceeding, 
and  any  judicial  review  thereof,  unless 
otherwise  ordered  by  the  Adminis- 
trator. 

[53  FR  10385,  Oct.  14.  1988,  as  amended  at  55 
FR  11156,  Mar.  27,  1990;  55  FB  15320.  Apr.  23. 
1990;  GO  FR  67612,  Deo.  30,  lOOi;  62  FR  27984, 
May  22.  1997:  62  FR  547S0,  Oct.  22.  1997;  66  FR 
66603,  Dec.  20,  2001] 

§7L90  Approval  of  liveetockfbeiUtiee. 

(a)  To  qualify  for  approval  by  the  Ad- 
ministrator as  an  approved  livestock 
facility^  and  to  retain  such  designa- 
tion, the  individual  legally  responsible 
for  the  day-to-day  operations  of  the 
livestock  facility  shall  execute  the  fol- 
lowing agreement: 

AGREEMENT— APPROVED  LIVESTOCK 
FACILITY  FOR  HANDLING  LIVESTOCK 
PUR.su AKT  TO  TFTLE  9  OF  THE  OODB 
OF  FEDERAL  REGULATIONS 

IName  of  faciUty} 

lAddress  and  telephone  number  of  facility] 
I,  [name  of  the  individual  legally  responsible 
for  the  day-to-day  operations  of  the  livestock 
facility],  operator  of  [name  of  facility],  hereby 


A  list  of  appi'oved  livestock  fsicilitles  may 
be  obtained  by  writing  to  National  Animal 
Health  Programs,  VS,  APHIS,  4700  River 
Road  Unit  36,  Riverdale,  MD  20797-1231. 


agree  to  maintain  and  operate  tho  livestock 
facility  located  at  [address  of  premises]  In  ao> 
cordance  with  the  applicable  provlsionB  oi 
this  agreement  and  Chapter  I.  Title  9,  Of  the 
Code  of  Federal  Regulations  (9  CFR). 

CooperaUon 

(1)  The  State  animal  health  official  and 
the  area  veterinarian  in  charge  shall  be  pro- 
vided with  a  sohedale  of  the  liMili^*8  Bale 
days,  which  shall  indicate  the  types  of  ani- 
mals that  will  be  handled  at  the  facility  on 
each  sale  day,  and  shall  he  apprlBCd  of  any 
chanRes  to  that  schedule  {irior  tO  the  imple- 
mentation of  the  changes. 

(2)  An  accredited  veterinarian.  State  rei»- 
resentatlve.  or  APHIS  representative  shall 
be  on  the  facility  premises  on  all  sale  days  to 
perform  duties  In  aooordanoe  with  State  and 
Federal  regulations 

(3)  State  repreaeutatives  and  APHIS  rep- 
resentatives shall  be  granted  access  to  the 
facility  during  normal  business  hours  to 
evaluate  whether  the  facility  and  its  oper- 
ations are  in  compliance  with  the  applicable 
provisions  of  this  agreement  and  9  CFR  parts 
71,  75,  78.  and  85. 

(4)  An  APHia  representative.  State  rep- 
resentative, or  accredited  veterinarian  shall 
be  immediately  notified  of  the  presence  at 
the  facility  of  any  livestock  that  are  known 
to  be  infected,  exposed,  or  suspect,  or  that 
show  signs  of  possibly  being  infected,  with 
any  infectioiis,  contagions,  or  communicable 
disease. 

(5)  Any  reactor,  suspect,  or  exposed  live- 
stock shall  be  held  in  quarantined  pens  apart 
from  all  other  livestock  at  the  facility. 

(6)  No  reactor,  suspect,  or  exposed  live- 
stock, nor  any  livestock  that  show  signs  of 
beinpr  infected  with  any  infectious,  con- 
tagious, or  communicable  disease,  may  be 
sold  at  the  facility,  except  as  authorized  by 
an  APHIS  representative.  State  representa- 
tive, or  accredited  veterinarian. 

Records 

(7)  Documents  such  as  weight  tickets,  sales 
slips,  and  records  of  origin,  identification, 
and  destination  that  relate  to  livestock  that 
are  in,  or  that  have  been  in,  the  facility  shall 
be  maintained  by  the  facility  for  a  period  of 
2  years.  APHIS  representatives  and  State 
representatives  sliall  be  permitted  to  review 
and  copy  those  idcx^^'unents  during  normal 
business  hours. 

Identifioaiion 

(8)  All  livestock  must  be  officially  identi- 
fied in  accordance  with  the  applicable  regu- 
latious  in  9  CFR  parts  71.  75.  78,  and  85  at  the 
time  of.  or  prior  to.  entry  into  the  dBcllity. 

Cleaning  and  Disinfection 

(9)  The  iBotlltj,  Including  all  yards,  docks, 
pens,  aUejrs,  sale  rings,  (diutes,  scales,  means 
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of  conveyance,  and  their  associated  equip- 
ment, shall  be  maintained  in  a  clean  and 
sanitary  condition.  The  operator  of  tlie  Ihusil- 

ity  shall  be  responsible  for  the  cleaninR-  and 
disinfection  of  the  facility  in  accordance 
with  9  CFR  part  71  and  for  maintaining  an 

adequate  supply  of  disinfectant  and  service- 
able equipment  for  cleaning  and  disinfection. 

General  Facilities  and  Equipment  Standards 

(10)  All  facilities  and  equipment  shall  be 
maintained  in  ;t  state  of  erood  repair.  The  fa- 
cility shall  contain  well-constructed  and 
well-lighted  livestock  handlin^'^  chutes,  pens, 
alleys,  and  sales  rings  for  the  inspection, 
identification,  vaccination,  teetinflr.  and 
branding  of  livestock. 

(11)  Quarantined  pens  shall  be  clearly  la- 
beled With  paint  or  placarded  with  the  word 
"Quarantined"  or  the  name  of  the  disease  of 
concern,  and  shall  be  cleaned  and  disinfected 
in  accordance  with  9  CFR  part  71  before 
beinF  used  to  pen  livestock  that  are  not  re- 
actor, suspect,  or  exposed  animals. 

(12)  Quarantined  pens  shall  have  adequate 
drainage,  and  the  floors  and  those  parts  of 
the  walls  of  the  quarantined  pens  with  which 
reactor,  or  suspect,  or  exposed  livestock, 
their  excrement,  or  discharges  may  have 
contact  shall  be  constructed  of  materials 
that  are  substantially  impervious  to  mois- 
ture and  able  to  withstand  continued  clean- 
ing^ and  disinfection. 

(13)  Electrical  outlets  shall  be  provided  at 
the  chute  area  for  branding  purposes. 

Standardt  for  Handling  Different  Ckuses  of 

Livestock 

(By  his  or  her  initials,  the  operator  of  the  fa- 
cility shall  signify  the  class  or  classes  of 
livestock  that  the  facility  will  handle.) 

(14)  Cattle  and  bison: 

—This  facility  will  huddle  cattle  and  bison: 

llnitials  of  operator,  date] 
—This  facility  will  handle  cattle  and  bison 
known  to  be  bruoelloeis  reactors,  suspects, 
or  exposed:  [Initials  of  operator,  date] 
—This  facility  will  not  handle  cattle  and 
bison  known  to  be  brucellosis  reactors, 
suspects,  or  exposed  and  such  cattle  and 
bison  will  not  be  permitted  to  enter  the  fa- 
cility: [Initials  of  operator,  date] 
(1)  Cattle  and  bison  shall  be  received,  han- 
dled, and  released  by  the  facility  only  in  ac- 
cortence  with  9  OFR  parte  71  and  78. 

(ii)  All  brucellosis  reactor,  brucellosis  sus- 
pect, and  brucellosis  exposed  cattle  or  bison 
arriving  at  the  facility  shall  be  placed  in 
quarantined  pens  and  consitrnrd  from  the  fa- 
cility only  in  accordance  with  9  CFR  part  78. 

<ili)  Any  cattle  or  bison  classified  as  bru- 
rcllosis  reactors  at  the  facility  shall  be  iden- 
tified in  accordance  with  9  CFR  part  78, 
placed  in  quarantined  pens,  and  consigned 
from  the  facility  only  to  a  recoernized  slautrh- 
tering  establishment  or  an  approved  inter- 


mediate handling  facility  in  accordance  with 

9  CFR  part  78. 
(Iv)  Any  cattle  or  bison  classified  as  bra- 

cellosis  exposed  at  the  facility  shall  be  iden- 
tified in  accordance  with  9  CFR  part  78. 
placed  in  quarantined  pens,  and  consigned 
ftom  the  facility  only  to  a  recognized  slau«-h- 
tering  establishment,  approved  intermediate 
handling  facility,  quarantined  ftedtot,  or 
farm  of  origin  in  accordance  with  9  OFR  part 
78. 

(v)  The  identity  of  cattle  from  Class  Free 
States  or  areas  and  Class  A  States  or  areas 

shall  V)e  maintained. 

(vi)  The  identity  of  cattle  from  Class  B 
States  or  areas  shall  be  maintained,  and 
tPst-elitriMe  cattle  fi'orn  (Mass  B  States  or 
areas  shall  not  be  placed  in  pens  with  cattle 
from  any  other  area  until  they  have  fulfilled 
the  requirements  of  9  CFR  part  78  for  release 
from  the  facility. 

(vli)  The  identity  of  cattle  from  Glass  C 
States  or  areas  shall  be  maintained,  and 
test-eligible  cattle  from  Class  C  States  or 
areas  shall  not  be  placed  in  pens  with  oattle 
from  any  other  area  until  they  havr  fulfilled 
the  requirements  of  9  CFR  part  78  for  release 
fi>om  the  facility. 

(viii)  The  identity  of  cattle  from  quar- 
antined areas  shall  be  maintained,  and  test- 
eligible  cattle  f^m  quarantined  areas  shall 
not  be  placed  in  pens  with  cattle  from  any 
other  area  until  they  have  fulfilled  the  re- 
quirements of  9  CFR  part  78  for  release  from 
the  fkcUity. 

(ix)  Teet-eliglble  cattle  that  are  penned 
with  teet-eliglble  cattle  tram  a  lower  class 
state  or  area,  in  violation  of  this  agreement, 
shall  have  the  status  of  the  State  or  area  of 
lower  class  for  any  subsequent  movement. 

(X)  Laboratory  space  shall  be  furnished  and 
maintained  for  conducting  diagnostic  tests. 
All  test  reagents,  testing  equipment,  and 
documents  relating^  to  the  State-Federal  co- 
operative eradication  programs  on  the  facili- 
ty's premises  shall  be  secured  to  prevent 
misuse  and  theft.  Adequate  heat,  cooling, 
electricity,  water  piped  to  a  properly  drained 
sink,  and  sanitation  shall  be  provided  for 
properly  conducting  diagnostic  tests. 

(15)  Swine: 

—This  facility  will  handle  breeding  swine: 

[Initiats  of  operator,  date] 
—This  facility  will  handle  slaughter  swine: 

{Initials  of  operator,  dutc] 

—This  facility  will  handle  feeder  swine: 
ilniUalS  Of  operator,  date] 

—This  facility  will  handle  pseudorabies  reac- 
tor, suspect,  or  exposed  swine:  [Initials  of 
operator,  date}. 

This  facility  will  not  handle  swine  known 
to  be  pseudorabies  reactor,  suspect,  or  ex- 
posed swine  and  such  swine  will  not  be  per- 
mitted to  enter  the  facility:  thxtttals  of  op- 
erator,  date]. 
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(i)  Swine  shall  be  received,  handled,  and  re- 
leased by  the  livestock  facility  only  In  ac- 
cordance with  9  CFR  parts  71,  78,  and  85. 

(ii)  Pens,  alleys,  and  sales  rinR:s  foi'  hold- 
ing, inspecting,  and  otherwise  handling 
swine  shall  be  imperviously  surfaced. 

(ill)  Slaughter  swine  may  be  handled  only 
on  da.ys  when  no  feeder  swine  or  breeder 
swine  are  present  at  the  facility,  unless  the 
facility  has  provisions  to  keep  slaughter 
swine  physically  separated  trom  feeder  swine 
and  breeder  swine  or  unless  those  areas  of 
the  liacility  used  by  slaugrhter  swine  have 
been  cleaned  and  disinfected  before  being 
uaed  by  feeder  swine  or  breeder  swine. 

(iv)  No  feeder  swine  or  breeder  swine  may 
remain  in  the  livestock  facility  for  more 
than  72  hours,  and  no  slaughter  swine  may 
remain  in  the  livestook  market  for  more 
than  120  hours. 

(V)  Feeder  swine  shall  be  kept  separate  and 
apart  from  ottw  swine  while  in  the  livestock 
facility. 

(vi)  No  release  shall  be  issued  for  the  re- 
moval of  slaughter  swine  the  livestock 
facility  unless  the  slaughter  swine  are  con- 
signed lor  Immediate  slaughter  or  to  anothei 
Blanghter  market  and  the  consignee  is  iden- 
tified on  the  release  doonment. 

(16)  Horses: 

—This  facility  will  handle  horses:  {fnitkOs  of 

operator,  date] 
— ^This  facility  will  handle  equine  infectious 
anemia  (EIA)  reactors:  {Iniiials  of  operator, 

date] 

— ^This  facility  will  not  handle  horses  known 
to  be  EIA  reactors  and  will  not  permit  EIA. 

reactors  to  enter  the  lacill^:  ilnUials  of 

operator,  date] 

(i)  Horses  shall  be  received,  handled,  and 
released  by  the  livestock  facility  only  in  ac- 
cordance with  9  CFR  parts  71  and  75. 

(ii)  Any  horses  classified  as  EIA  reactors 
and  accepted  by  the  facility  for  sale  shall  be 
placed  in  quarantined  pens  at  least  200  yards 
from  all  non-EIA-reactor  horses. 

(iii)  Any  horses  classified  as  EIA  reactors 
and  accepted  by  the  facility  for  sale  shall  be 
consigned  from  the  facility  only  to  a  slaugh- 
tering establishment  or  to  the  home  farm  of 
the  reactor  in  accordance  with  9  CFR  part  75. 

(iv)  Fly  Control  Program:  The  livestock  fa- 
cility shall  have  in  effect  a  fly  control  pro- 
gnitt  utilizing  at  least  one  of  the  following! 
BaltB,  fly  strips,  electric  bug  killers  r  Fly 
Zappers.**  "Ply  Snappers,"  or  similar  equip- 
ment), or  the  application  of  a  pesticide  effec- 
tive against  flies,  applied  according  to  the 
schedule  and  dosage  recommended  by  the 
manufacturer  for  fly  control. 

Approvals 

(17)  Request  for  approval: 

I  hereby  request  approval  for  this  facility 
to  operate  as  an  api^ovad  liveetook  flsoility 
fior  the  olasses  of  livestock  indicated  in  parar 


Lnaphs  (14)  through  (16)  of  this  agreement.  I 
acknowledge  that  I  have  received  a  copy  of  9 
CFR  parts  71,  75,  78  and  85.  and  acknowledge 

that  I  have  been  informed  and  understand 
that  failure  to  abide  by  the  provisions  of  this 
agreement  and  the  applicable  provisions  of  9 
CFR  parts  71,  75,  78,  and  85  Lonstitutes  a 
basis  for  the  withdrawal  of  this  approval. 
[Printed  name  and  signature  of  operator,  date 
of  signature] 

(18)  Pre-approval  inspection  of  livestock 
facility  conducted  by  [printed  name  and  title 
of  APHIS  representative]  on  [date  oftnepectUml. 

(19)  Recommend  approval: 

[Printed  name  and  s^nature  of  Stale  anitnal 
health  official,  dAte  Of  Signature] 

[Printed  name  and  signature  of  area  veteri- 
narian in  charge,  date  of  signature] 

(20)  Approval  granted: 

[Printed  name  and  signature  of  the  AdminiS' 
trator.  Animal  and  Plant  Health  inspection 
Service,  date  of  sionature} 

(b)  DenkU  and  withdrawal  of  approval. 
The  Administrator  may  deny  or  with- 
draw the  approval  of  a  livestock  facil- 
ity to  receive  livestock  moved  inter- 
state under  this  stilxdiapter  upon  a  de- 
termination that  the  livestock  facility 
Is  not  or  has  not  been  maintained  and 
operated  in  accordance  with  the  agree- 
ment set  forth  in  paragraph  (a)  of  this 
section. 

(1)  In  the  case  of  a  denial,  the  oper- 
ator of  the  facility  will  be  informed  of 
the  reasons  for  the  denial  and  may  ap- 
peal the  decision  in  writing  to  the  Ad- 
ministrator within  10  days  after  receiv- 
ing notification  of  the  denial.  The  ap- 
peal must  include  all  of  the  facts  and 
reasons  upon  which  the  person  relies  to 
show  that  the  livestock  facility  wa.s 
wrongfully  denied  approval  to  receive 
livestock  moved  interstate  under  this 
subchapter.  The  Administrator  will 
crant  or  deny  the  appeal  in  writins:  as 
promptly  as  circumstances  permit, 
staling  the  reaaon  for  his  or  her  deci- 
sion. If  there  is  a  confliot  as  to  any  ma- 
terial fact,  a  hearing  will  be  held  to  re- 
solve the  conflict.  Rules  of  practice 
concerning  the  hearing  will  be  adopted 
by  the  Administrator. 

(2)  In  the  case  of  withdrawal,  before 
such  action  is  taken,  the  operator  of 
the  facility  will  be  informed  of  the  rea- 
sons for  the  proposed  withdrawal.  The 
operator  of  the  facility  may  appeal  the 
proposed  withdrawal  in  writing  to  the 
Administrator  within  10  days  after 
being  Informed  of  the  reasons  for  the 
proposed  withdrawal.  The  appeal  must 
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include  all  of  the  facts  and  reasons 

upon  which  the  person  relies  to  show 
that  the  reasons  for  the  proposed  with- 
drawal are  incorrect  or  do  not  support 
the  withdrawal  of  the  approval  of  the 
livestock  facility  to  receive  livestock 
moved  interstate  under  this  sub- 
chapter. The  Administrator  will  grant 
or  deny  tbe  appeal  in  writing  as 
promptly  as  circumstances  permit, 
stating  the  reason  for  his  or  her  deci- 
sion. If  there  is  a  conflict  as  to  any  ma- 
terial fact*  a  hearing  will  be  held  to  re- 
solve the  conflict.  Rules  of  practice 
concerning  the  hearing  will  be  adopted 
by  the  Administrator.  However,  with- 
drawal shall  become  effective  pending 
final  determination  in  the  proceeding: 
when  the  Administrator  determines 
that  such  action  is  necessary  to  pro- 
tect the  paUic  health,  interest,  or  safe- 
ty.  Such  withdrawal  shall  be  effective 
upon  oral  or  written  notification, 
whichever  is  earlier,  to  the  operator  of 
the  facility,  m  the  event  of  oral  notifi- 
cation, written  confirmation  shall  be 
given  as  promptly  as  circumstances 
allow.  This  withdrawal  shall  continue 
in  effect  pending  the  completion  of  the 
proceeding,  and  any  Judicial  review 
thereof,  unless  otherwise  ordered  by 
the  Administrator. 

(8)  Approval  for  a  livestock  facility 
to  handle  livestock  under  this  sub- 
chapter will  be  automatically  with- 
drawn by  the  Administrator  when: 

(1)  The  operator  of  the  facility  noti- 
fies the  Administrator,  in  writing,  that 
the  facility  no  longer  handles  livestock 
moved  interstate  under  this  sub- 
copter;  or 

(ii)  The  person  who  signed  the  agree- 
ment executed  in  accordance  with 
paragraph  (a)  of  this  section  is  no 
longer  reqionsihls  for  the  day-to-day 
operations  of  the  facility. 

[62  FR  27934.  May  22,  1997.  a.s  amended  at  62 
FR  54758.  Oct.  22.  1997;  63  FR  32119.  June  12. 
19961 

PART  72— TEXAS  (SPLENETIC)  FEVER 
INCAHLE 

Sec. 

72.1   Ticks  [Boophilus  aimolatOS 

(Margaropus  annulatus).  Boophilus 
microplus.    or    Rhlplcephalas  everts! 

evert. -^i]:  inlerstato  movement  of  Infested 
or  exposed  ammals  prohibited. 


72.2  Spleneiii  or  tick  fever  in  cattle  in 
Texas,  the  Virgin  laUmds  of  the  United 
States  and  vectors  of  said  disease  in  the 
Northern  Mariana  Islands,  the  Common- 
wealth of  Puerto  Rico  and  the  Island  of 
Onam:  Restrictions  on  movement  of  cat- 
tle. 

72.3  Areas  quarantined  in  the  Virgin  Islands 
of  the  United  States,  the  Noriitaem  Mar- 
iana Islands,  the  Commonwealth  of  Poez^ 
to  Rico,  and  the  Island  of  Guam. 

72.4  [Reserved] 

72.5  Area  quarantined  in  Te.xas. 

72.6  Interstate  movement  of  cattle  from 
qnanmtlned  areaa  not  enulioatlng  tiolDi. 

72.7  Interstate  movement  Of  Cattle  from  00- 
operatins  States. 

73^  Interstate  movement  of  cattle  Drorn 
free  premises  upon  inspection  and  certifi- 
cation by  APHIS  Inspector. 

72.9  Lkteretate  movementB  of  cattle;  tnepec- 
tion  and  certification  by  APHI8  in^eo- 
tot  required. 

72.10  Inspieoted  or  dipped  and  certified  cat- 
tle subject  to  restrictions  of  State  of  des- 
tination. 

72.11  Qnarantined  area;  cattle  considered 

infested;  requirements  for  placing  la  non- 
infectious pens  or  premises. 

72.12  Cattle;  espoeore  to  tick  infestation 

after  treatment  or  inspection  prohUlited. 

72.13  Permitted  dips  and  procedures. 

72.14  [Reserved] 

72.15  Owners  assume  responsibility:  must 
execute  agreement  prior  to  dipping  or 
treatment  walvlnflr  all  claims  avsinst 
United  States. 

72.16  Designated  dipping  stations  to  be  ap- 
proved by  the  Administrator.  APHIS  on 
recommendations  of  State  authoflties; 
facilities. 

72.17  Unloading  noninfected  cattle  for  rest. 

feed,  and  water  only,  permitted  in  au- 
thorized pens  for  such  purpose. 

72.18  Movement  interstate:  specification  tqr 
the  Deputy  Administrator.  Veterinary 
Services  of  treatment  required  wlien  dip- 
ping facilities  unavailable. 

72.19  Interstate  shipments  and  use  of  pine 
straw,  grass,  litter  from  quarantined 
area:  prohibited  until  disinfected. 

72J20  Exhibition  of  noninfected  cattle  in  the 
quarantined  area;  restrictions  under 
which  permitted. 

72.21  Animals  infested  with  or  exposed  to 
ticks  subject  to  same  restrictions  as  cat- 
tle. 

72.22  Cars,  vehicles,  and  premises;  cleaning 
and  treatment  after  containing  infested 
or  exposed  animals. 

72.23  Cars  or  other  veMcles  having  carried 
infested  or  exposed  cattle  in  qnarantined 
area  shall  be  cleaned  and  treated. 

72.24  Litter  and  manure  from  carriers  and 
premises  of  tlok-infasted  animals;  de- 

struc  tlon  or  Treating  reQUlted. 

72.25  Dipping  methods. 
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Authority:  21  U.S.C.  111-113,  115.  117.  120. 
121.  123-126.  134b.  and  134f;  7  CFR  2.22.  2.80. 
And  871.4. 

SOUBCB:  28  FR  5940.  June  13.  1963,  unless 
otherwise  noted. 

§72.1  Ticlis  [Boophilus  annulatus 
(Ma]:ipux>pu8  annulatus).  Boophilus 
microplus,  or  Rhipicephalu.s  evertsi 
evertsi];  interstate  movement  of  in- 
fbstoil  oip  flBDiMwd  raiflwlv  piraliili* 

No  animals  infested  with  ticks 
[Boopiiiliis  annulatus  CMargaropus 
annulatus).  BoophlluB  microplus,  or 
Khipicephalus  evertsi  evertsi]  or  ex- 
posed to  tick  infestation  shall  be 
shipped,  trailed,  driven,  or  otherwise 
moved  interstate  for  any  purpose,  ex- 
cept as  provided  in  this  part. 

§72.2  Splenetic  or  tick  fever  in  cattle 
in  Texas,  the  Virgin  Islands  of  the 
United  States  and  vectors  of  said 
disease  in  the  Northern  Mariana  Is- 
lands, the  Commonwealth  of  Puerto 
Rico  and  the  Island  of  Guam:  Re- 
strictions on  movement  of  cattle. 

Notice  is  hereby  given  that  the  con- 
tagious, infectious,  and  communicable 
disease  known  as  splenetic  or  tick 
fever  exists  in  cattle  in  portions  of  the 
State  of  Texas  and  the  Virgin  Islands 
of  the  United  States.  Notice  is  also 
hereby  given  tluit  ticks  which  are  vec 
tors  of  said  disease  exist  In  the  North- 
ern Mariana  Islands,  the  Common- 
wealth of  Puerto  Rico,  and  the  Island 
of  Guam.  Therefore,  portions  of  the 
State  of  Texas,  the  Virgin  Islands  of 
the  United  States,  the  Northern  Mar- 
iana Islands,  the  Commonwealth  of 
Puerto  Rico  and  the  Island  of  Guam 
are  hereby  quarantined  as  provided  in 
§§72.3  and  72.5,  and  the  movement  of 
cattle  therefrom  into  any  other  State 
or  Territory  or  the  District  of  Colum- 
bia shall  be  made  only  in  accordance 
with  the  provisions  of  this  part  and 
part  71  of  this  chapter. 

[43  FR  00864,  Dec.  29,  1978] 

§72.3  Areas  quarantined  in  the  Virgin 
Islands  or  the  United  States,  the 
Northern  Mariana  Islands,  the  Com- 
monwealth of  Puerto  BieOf  and  the 
Island  of  Guam. 

The  entire  Territories  of  the  Virgin 
Islands  of  the  United  States  and  the  l8> 
land  of  Quam,  the  Northern  Mariana 


Islands,  and  the  Commonwealth  of 
Puerto  Rico  are  quarantined. 

[48  FR  00864,  Dec.  29, 19781 
§72.4  Pteserved! 

§  72.5   Area  quarantined  in  Texas. 

The  area  quarantined  in  Texas  is  the 
permanent  quarantined  area  described 

in  iho  ret^ulations  of  the  Texas  Animal 
Healiii  Commission  (TAHC)  contained 
in  §41.2  of  title  4,  part  II,  of  the  Texas 
Administrative  Code  (4  TAC  41.2),  effec- 
tive April  8,  2001,  which  is  incorporated 
by  reference.  This  incorporation  by  ref- 
erence was  approved  by  the  Director  of 
the  Federal  Register  in  accordance 
with  6  U.S.O.  552(a)  and  1  CFR  part  51. 
Copies  of  4  TAC  41.2  may  he  obtained 
from  the  TAHC  at  2105  Kramer  Lane, 
Austin,  TX  78758,  and  from  area  offices 
of  the  TAHC,  which  are  listed  in  local 
Texas  telephone  directories.  The  TAHC 
also  maintains  a  copy  of  Its  regrulations 
on  its  Internet  homepage  at  http:// 
www.tahc.state.tx.us/.  Copies  may  be 
inspected  at  the  Animal  and  Plant 
Health  Inspection  Service.  Veterinary 
Services,  Emergency  Programs,  Suite 
3B08,  4700  River  Road,  Riverdale,  BCD, 
or  at  the  Office  of  the  Federal  Register, 
800  North  Capitol  Street,  NW.,  suite 
700.  Washington.  DC. 

[64  FR  41266.  July  30.  1999,  as  amended  at  67 
FR  18407.  Apr.  10.  20021 

§72.6  Interstate  movement  of  cattle 
from  quarantined  areas  not  eradi- 

Cattle  in  quarantined  areas  where 
tick  eradication  is  not  being  con- 
ducted^  may  be  shipped  or  transi)orted 
interstate  in  accordance  with  §§72.9 
through  72.15  under  the  following  con- 
ditions: The  cattle  must  have  been 
dipped  twice  with  a  permitted  dip  as 
provided  in  §72.18,  with  an  interval  of  7 
to  12  days  between  dippings  imme- 
diately preceding  shipment,  at  a  des- 
ignated dipping  station  approved  under 
§72.16  and  located  in  the  State  of  origin 
of  the  shipmeiit  or.  In  specific  cases. 


3  Information  regarding  the  identities  of 
sndh  areas  may  be  obtained  flrom  the  Animal 
and  Plant  Health  Inspection  Service.  Veteri- 
nary Servioee,  National  Animal  Health  Pro- 
grams, 4T0D  River  Road  Unit  43,  Riverdale. 
l&iryland  20787-1231. 
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after  having  been  otherwise  treated  at 
a  designated  dipping  station  under  the 
supervision  of  an  APHIS  inspector  and 
in  a  maimer  approved  by  the  Adminis- 
trator. In  all  cases,  the  cattle  most  be 
inspected  by  an  APHIS  inspector  just 
prior  to  final  dipping,  found  to  be  ap- 
parently free  of  ticks,  and  be  certified 
as  sach  by  APHIS  before  the  cattle 
may  be  released  for  interstate  move- 
ment. 

[66  PR  21061,  Apr.  27,  20O1] 

§72.7  Interstate  movement  of  cattle 
fkom  eooperatiiig  States. 

Cattle  in  areas  where  tick  eradi- 
cation is  being  conducted  in  coopera- 
tion with  State  authorities. ^  which  on 
inspection  by  an  APHIS  inspector  are 
found  to  be  apparently  free  from  ticks, 
may,  after  one  dipping,  with  a  per^ 
mitted  dip  as  provided  In  §72.13.  under 
the  supervision  of  an  APHIS  inspector 
and  certification  by  the  inspector,  be 
shipped  or  transported  interstate  for 
dip  as  provided  in  §72.13,  under  the  su- 
pervision of  an  APHIS  inspector  and 
certification  by  the  inspector,  be 
shipped  or  transported  interstate  for 
any  purpose  upon  compliance  with  the 
requirements  set  forth  in  i|72.9 
through  72.15. 

[36  PR  203.58.  Oct.  21.  1971,  as  amended  at  56 
FR  51975.  Oct.  17. 1991] 

§72.8  Interstate  movement  of  catUe 
from  free  premises  upon  inspection 
and  certification  by  APHIS  inspec- 
tor. 

Oattle  located  in  areas  where  tick 

eradication  is  being  conducted  in  co- 
operation witli  the  State  authorities, 
and  which  are  on  premises  shown  by 
the  ofXlcial  records  of  tick  eradication 
to  be  free  from  ticks,  may.  upon  in- 
spection and  certification  by  an  APHIS 
inspector,  be  shipped  or  transported 
interstate  for  any  purpose  without  dip- 
ping upon  compliance  with  the  reanire- 
ments  set  forth  under  §§72.9,  72.10, 
72.12. 

[28  FR  5940.  June  13.  1963,  as  amended  at  56 
FR  51975,  Oct.  17. 1991] 


§72.9  Interstate  movements  of  cattle; 
inspection  and  certificatiom  by 
APHIS  inspector  required. 

All  interstate  movements  of  in- 
spected and  certified  and  dipped  and 

certified  cattle  shall  be  accompanied  to 
final  destination  by  a  certificate  of  an 
APHIS  inspector  (which  certificate 
shall  show  that  the  oattle  so  being 
moved  have  been  dipped  as  required  by 
§72.6  or  by  §72.7  and  are  free  of  ticks,  or 
have  been  inspected  as  required  by 
§72.8  and  are  free  of  ticks);  all  such  cer- 
tificates shall  be  handled,  delivered, 
kept,  and  preserved  in  accordance  with 
the  provisions  of  §72.16;  and  all  such 
cattle  shall  be  handled  throuffh  non- 
infectious pens,  alleys,  and  chutes,  and 
when  shipped  shall  be  loaded  into  clean 
and  disinfected  cars  or  trucks,  and 
shall  not  be  unloaded  in  the  quar- 
antined area  except  at  such  points  re- 
served for  noninfested  cattle  as  may 
from  time  to  time  be  authorized  by 
APHIS. 

[28  FR  5940.  June  13,  1963,  as  amended  at  56 
FR  61975,  Oct.  17, 1891] 

§72.10  Inspected  or  dipped  and  cer- 
tified cattle  subject  to  VMtHflilone 
of  State  of  destination. 

All  such  interstate  movements  of  in- 
spected or  dipped  and  certified  cattle 
are  subject  to  such  restrictions,  which 
are  not  inconsistent  with  the  regrula- 
tions  in  this  subchapter,  as  may  be  im- 
posed at  destination  by  the  officials  of 
the  State,  Territory,  or  the  District  of 
Oolumbia. 

§72.11  Quarantined  area;  cattle  con- 
sidered infested;  requirements  for 
placing  in  nonlnfnctious  pens  or 

premises. 

Cattle  of  the  quarantined  area  shall 
be  considered  infested  and  shall  not  be 
placed  in  noninfectious  pens  or  prem- 
ises until  after  the  final  inspection  or 

dipping. 

§72.12  Cattle;  exposure  to  tick  infesta- 
tiom  after  treatment  or  inspection 
piraliibitod* 

The  cattle  shall  not  be  exposed  to 
tick  infestation  after  treatment  and/or 
inspection. 
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I7S.18  Permitted  dips  and  prooedurea. 

(a)  DippiTiff  rwirementa;  fadlities: 

handling.  The  dipping  of  cattle  for 
interstate  movement  shall  be  done 
only  with  a  permitted  dip  and  at  places 
where  proper  eqalpment  la  provided  for 
dipping  and  for  handling  the  cattle  in  a 
manner  to  prevent  exposure  to  infec- 
tion after  tlie  final  dipping.  Cattle 
whloh  are  to  be  dipped  sliall  be  given 
an  opportunity  to  drink  sufficient 
water  to  quench  their  thirst  prior  to 
dipping,  be  carefully  handled,  and  not 
dipped  while  they  are  in  a  heated  or  ez- 
hausted  condition.  Dipped  cattle  shall 
not  be  loaded  for  shipment  until  dry. ' 

(b)  Permitted  dips.  The  dips  at  present 
permitted  by  the  Department  In  ofH- 
cial  dipping  for  interatate  movement 
are: 

(1)  Approved  proprietary  brands  of  a 
Dioxathion  (Delnav®)  emulsifiAble  con- 

centrate  used  at  a  concentration  of 
0.125  to  0.150  percent/* 

(2)  Approved  proprietary  brands  of 
oonmaphos  (Co-Ral®),  25  percent  wet- 
table  powder  or  flowahle  form  labeled 
for  use  as  a  0.25  percent,  dip  and  used  at 
a  concentration  of  0.125  to  0.250.'* 

(3)  Approved  proprietary  brands  of 
organophosphorous  insecticides 
(Prolate®)  if  used  in  a  Prolate- water 
bath  where  the  concentration  level  is 
at  least  0.15  percent  and  if  need  in  ac- 
cordance with  the  EPA  approved  label. 

(4)  Approved  proprietary  brands  of 
organophosphorous  insecticides 
(Oiodrin®)  if  used  in  a  concentration  of 
0.44  to  0.54  percent  and  if  used  In  ac- 
cordance with  the  EPA  approved  label. 

(c)  Approval  of  dips.  Proprietary 
brands  of  dips  are  permitted  to  be  used 
for  purposes  of  this  part  only  when  ap- 
proved by  the  Administrator.  APHIS. 
Before  a  dip  will  be  specifically  ap- 
proved as  a  permitted  dip  for  the  eradi- 
cation of  ticks,  APHIS  will  require 


''Care  is  required  when  treating^  animals 
and  In  maintaining  the  required  concentra- 
tion of  chemicals  in  dippin^r  baths.  Drtailed 
infonnation  concerning  the  use  of,  criteria 
for,  and  names  of  inropiietary  brands  of  per- 
mitted dips — as  well  the  use  of  compressed 
air.  vat  management  techniques,  and  other 
information— Is  available  firom  the  Animal 
and  Plant  Health  Inspection  Service.  Veteri- 
nary Services,  National  Animal  Health  Pro- 
graaas,  47ro  River  Road  Unit  43,  Rlverdale. 
MD  20737-1231. 


that  the  product  be  registered  under 

the  provisions  of  the  Federal  Insecti- 
cide. Fung-icide  and  Rodenticide  Act.  as 
amended  (7  U.S.C.  135  et  seq.);  that  its 
efficacy  and  stability  have  been  dem- 
onstrated; that  trials  have  been  con- 
ducted to  determine  that  its  concentra- 
tion can  be  maintained  and  that  under 
actual  field  conditions  the  dipping  of 
cattle  with  a  solution  of  definite 
strength  will  effectually  eradicate 
ticks  without  injury  to  the  animals 
dipped. 

(d)  Tissue  residues:  restriction  on 
slaughter.  Tissue  residues  are  created 

following  use  of  certain  dips.  Animals 
treated  with  such  dips  should  not  be 
slaughtered  for  food  purposes  until  the 
expiration  of  such  period  as  may  be  re- 
quired under  the  Federal  Meat  Inspec- 
tion Act  (21  U.S.C.  601  et  seq.).  The 
length  of  this  period  shall  be  specified 
on  each  certificate  issued  by  the  in- 
spector who  supervises  the  dipping. 

r33  FR  18089.  Deo.  5.  1968.  ss  amended  at  34 

FR  12214,  July  24,  1969:  36  FR  19L57.  Sept.  30. 
1971;  3ri  FR  19972.  Oct.  14.  1971;  37  FR  13.'')29. 
July  11,  1972;  38  FR  19012,  July  17.  1973;  40  FR 
12768,  Mar.  21.  1975;  42  FR  19854.  Apr.  15.  1977; 
47  FR  11002.  Mar.  15.  1982:  49  FR  19799.  May  10. 
1984;  49  FR  32540,  Aug.  15,  1984;  50  FR  430.  431, 
Jan.  4,  1985:  56  FR  51874,  Oct.  17.  1901:  08  FR 
21062.  Apr.  27. 2001] 

§72.14  [Reserved] 

§72.15  Owners  assume  responsibility; 
must  execute  agreement  prior  to 
dippii^  or  treatment  waiving  all 
clafans  against  United  States. 

When  the  cattle  are  to  be  dipped 
under  APHIS  supervision  the  owner  of 
the  cattle,  offered  for  shipment,  or  his 
agent  duly  authorized  tbereto,  shall 
first  execute  and  deliver  to  an  APHIS 
Inspector  an  application  for  Inspection 
and  supervised  dipping  wherein  he  shall 
aerree  to  waive  all  claims  against  the 
United  States  for  any  loss  or  damage 
to  said  cattle  occasioned  by  or  result- 
ing from  dipping  or  other  treatment 
under  this  part,  or  resulting  from  any 
subsequent  treatment  prior  to  their 
interstate  shipment,  or  resultinir  from 
the  fact  that  they  are  later  found  to  be 
still  tick  infested,  and  also  for  all  suh> 
sequent  loss  or  damage  to  any  other 
cattle  in  the  pQssession  or  control  of 
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such  owner  which  may  come  into  con- 
tact with  the  cattle  so  dipped  or  treat- 
ed. 

[28  FR  5940,  June  13,  1963.  as  amended  at  56 
FR  51975.  Oct.  17.  1991] 

§72.16  Designated  dipping  Rtations  to 
be  approved  by  the  Administrator, 
APHIS  on  recommendatloilS  of 
State  autlMMritlM;  fmnlitiM. 

WTien  deomod  advisable  and  upon  rec- 
ommendation by  the  proper  livestock 
sanitaiT  authorities,  designated  dip- 
ping stations  may  be  approved  by  the 
Administrator.  APHIS  as  points  at 
which  cattle  of  the  quarantined  area  of 
the  State  in  which  said  station  is  lo- 
cated may  be  inspected,  dipped,  and 
certified  for  interstate  movement.  The 
facilities  furnished  shall  include  proper 
dipping  equipment,  noninfectious  pens 
constructed  in  accordance  with  f  72.17 
and  a  roofed  or  covered  section  of  pens 
of  sufficient  size  to  protect  all  dipped 
animals  from  exposure  to  rain  or  hot 
sun.  All  alleys,  chutes,  and  pens  shall 
be  paved  or  imperly  floored. 

[28  FR  5940.  June  13.  1963.  as  amended  at  50 
FR  4a0.  Jan.  4.  1965:  56  FR  51974,  Oct.  17. 1991] 

§72.17  Unloading   noninfected  oattie 

for  rest,  feed,  and  water  only,  per- 
mitted in  authorized  pens  for  such 
purpose. 

(a)  Specificatiom  for  construction  and 
maintenance,  c 't  le  of  the  tree  area. 

and  cattle  of  the  quarantined  area 
when  properly  dipped,  inspected,  and 
certified  in  accordance  with  this  part, 
which  are  transported  interstate  by 
rail  through  the  quarantined  area  shall 
not  be  unloaded  therein  for  rest,  feed, 
and  water  unless  they  are  unloaded 
into  the  properly  equipped,  noninfec- 
tious pens  set  apart  for  such  cattle  at 
such  points  as  may  from  time  to  time 
be  authorised  by  APHIS.  Such  non- 
infectious pens  and  the  platforms, 
chutes,  and  alleys  leading  thereto  shall 
be  constructed  and  maintained  in  ac- 
cordance with  the  spedficatians  set 
out  in  parasrapiis  (aXD  to  (6)  of  this 
section. 

(1)  The  outside  fences  enclosing  such 
pens,  and  the  fences  on  either  side  of 

the  alleys,  chutes,  and  platforms  lead- 
ing: thereto,  shall  be  tight  board  fences 
not  less  than  6  feet  high  on  the  Inside. 


(2)  If  such  pens,  alleys,  chutes,  and 
platforms  are  adjacent  to  pens,  alleys, 
chutes,  and  platforms  used  by  cattle  of 
the  quarantined  strea,  there  shall  be  be- 
tween them  a  space  not  less  than  10 
feet  wide,  which  shall  be  inacce.sslble 
to  livestock.  This  space  shall  be  lim- 
ited on  each  side  by  the  6-foot  fence  re- 
quired  by  paragraph  (aXD  of  this  sec- 
tion. The  remaining-  space  around  such 
yards  shall  be  limited  as  In  paragraxth 
(a)(3)  of  this  section. 

(3)  If  such  pens,  alleys,  chutes,  and 
platforms  are  isolated  from  other  pens, 
alleys,  chutes,  or  platforms,  there  shall 
be  built  and  maintained  outside  thereof 
on  all  sides  to  which  cattle  of  the  vi- 
cinity miijht  otherwise  approach  a  cat- 
tle-proof fence  not  less  than  5  feet  high 
and  not  less  than  15  feet  firom  the  6- 
foot  fence  required  by  paragraph  (a)(1) 
of  this  section. 

(4)  The  only  means  of  egress  from 
such  pens  shall  be  by  way  of  the  alleys, 
chutes,  and  platforms  inclosed  by  S- 
foot  fences  as  required  by  paraierraph 
(a)(1)  of  this  section,  to  cars  for  refor- 
warding;  and  under  no  circumstances 
shall  there  exist  any  connection  be- 
tween such  penm  and  other  adjacent 
premises. 

(5)  Such  noninfectious  premises  shall 
be  so  located,  or  such  drainage  facili- 
ties shall  be  provided  therefor,  that 
water  from  the  surrounding  area  will 
not  flow  on  to  or  through  them. 

(6)  Such  pens  shall  be  marked  by  a 
conspicuous  sign  bearing  the  words 
"Noninfectious  Pens"  in  letters  not 
less  than  10  inches  in  height. 

(b)  Materials  for  use  in  noninfectious 
pens:  source,  shipment,  handling.  The 
hay,  straw,  or  similai'  materials  re- 
quired for  feed  and  bedding  in  such 
noninfectious  pens  shall  be  shipped  in 
noninfectious  cars  from  points  outside 
of  the  quarantined  area  so  handled  that 
they  may  not  become  Infectious. 

128  FR  5940,  June  13.  1963.  aa  amended  at  56 
FR  61975.  Oct.  17. 1991] 

§72.18  Movement  interMtate;  specifica- 
tion by  the  Deputy  Administratetv 
Veterinary  Sem^ices  of  treatment  re- 
quired when  dipping  facilities  un- 
available. 

(a)  Tick-infested  cattle.  Cattle  of  the 
free  area  which  are  tick-infested  may 
be  moved  interstate  for  any  purpose 
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after  they  have  been  treated  iu  the 
aame  maimer  as  cattle  mider  §72.6:  Pro- 
vided, hoicever,  That  when  dipping 
equipment  is  not  available  at  the  place 
where  the  cattle  are,  said  treatment 
aball  be  given  at  a  place  and  in  the 
manner  specified  by  the  Administrator, 
APHIS. 

(b)  Tick-exposed  cattle.  Cattle  of  the 
free  area  which  have  been  exposed  to 
tick  infestation  may  be  moved  inter- 
state for  any  purpose  after  they  have 
been  treated  in  the  same  manner  as 
cattle  under  §72.7:  Provided,  however. 
That  when  dipping  equipment  is  not 
available  at  the  place  where  the  cattle 
are,  said  treatment  shall  be  given  at  a 
place  and  in  the  manner  specified  by 
the  Administrator.  APHIS. 

(c)  Cattle  moved  contrary  to  rrpula- 
tions.  Cattle  which  have  ijeen  moved 
from  the  quarantined  area  to  the  free 
area  without  first  having  been  treated 
in  the  manner  provided  in  either  §72.6 
or  §72.7  or  inspected  in  the  manner  pro- 
vided in  §72.8  shall  not  be  shipped  or 
moved  interstate  nntil  they  have  been 
treated  in  the  same  manner  as  cattle 
under  §72.6:  Provided,  however.  That 
when  dipping  equipment  is  not  avail- 
able at  the  place  where  the  cattle  are, 
said  treatment  shall  be  given  at  a  place 
and  in  the  manner  specified  by  the  Ad- 
ministrator, APHIS. 

[28  FR  5940,  June  13,  1963,  as  amended  at  50 
FB  480,  Jan.  4. 1965;  M  FR  51974.  Oct.  17. 1991] 

§  72.19  Interstate  shipments  and  use  of 
pine  straWt  grass*  litter  firom  quar> 
antined  area;  pwihihited  vntil  dis- 
infected. 

Pine  straw,  grass,  or  similar  litter 
collected  firom  tick-infested  pastores. 

ranges,  or  premises  may  disseminate 
the  contagion  of  splenetic,  southern,  or 
Texas  fever;  therefore  pine  straw, 
grass,  or  similar  litter  originating  in 
the  quarantined  area  shall  not  be 
transported  or  moved  interstate  there- 
from or  used  as  packing  material  or  car 
bedding  for  commddities  or  liyestook 
to  be  transported  or  moved  from  the 
quarantined  area  of  any  State,  Terri- 
tory, or  the  District  of  Columbia,  to  or 
through  the  firee  area  of  any  other 
state.  Territory,  or  the  District  of  Co- 
lumbia, unless  such  material  is  first 
disinfected  in  accordance  with  the  pro- 
visions of  §72,24. 


S  72,20  Exhibition  of  noninfected  cattle 
In  tiie  guarantimed  area;  rssMe- 

The  exhibition  of  noninfected  cattle 

at  fairs  or  exhibitions  in  the  quar- 
antined area  and  their  reshipment  to 
the  flree  area  without  dipplog  may.  by 
written  order  of  the  Administrator, 
APHIS  be  permitted:  Provided.  That 
the  cattle  shall  be  handled  under  such 
conditions  as  may  be  prescribed  in  each 
case  to  prednde  any  danger  of  the 
spread  of  infection. 

[28  FB  6910,  June  18,  1968.  as  amended  at  66 
FR51974,Oct.  17, 1991] 

§72,21  Animals  infested  witii  or  ex- 
posed to  ticks  subject  to  same  ra> 

strictions  as  cattle. 

Animals  other  than  cattle  which  are 
infested  with  ticks  [Boophilus 
aonnlatns  (Margaropus  annnlatns), 
Boophilus  microplus,  or  Rhlplcephalus 
evertsi  evertsi]  or  exposed  to  tick  in- 
festation shall  not  be  moved  interstate 
unless  they  are  treated,  handled,  and 
moved  in  accordance  with  the  require- 
ments specified  in  §§72.9  throuijh  72.15 
and  §72.18  of  this  part  governing  the 
interstate  movement  of  cattle. 

S72J22  Cars,  vehicles,  and  premises; 
cleaning  and  treatment  after  con- 
taiiiliig  infested  or  sspoeed  aniBuds* 

Oars  and  other  veliicles,  and  yards, 

pens,  chutes,  or  other  premises  or 
cilities,  which  have  contained  inter- 
state shipments  of  animals  infested 
with  or  exposed  to  ticks,  shall  be 
cleaned  and  treated  within  72  hours  of 
use  and  prior  to  further  use  in  the  re- 
quired concentration  with  a  permitted 
dip  listed  in  §72^18  under  suporvision  of 
a  State  or  Federal  inspector  or  an  ac- 
credited veterinarian. 

[38  FR  21996,  Ans.  15, 1973] 

§72,28  Cars  or  otfier  vehicles  having 

carried  infested  or  exposed  cattle  in 
quarantined  area  shall  be  ^i»^f^ 
and  treated. 

Cais  or  others  vehicles  which  have 
carried  cattle  exposed  to  or  infested 

with  ticks  within  the  quarantined  area 
of  any  State  .shall  be  cleaned  and  treat- 
ed in  the  required  concentration  with  a 
permitted  dip  listed  in  §72.18  before 
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being  moved  interstate  under  super- 
vision of  a  State  or  Federal  isspector 

or  an  acciediLeil  veterinarian. 

138  FR  21996.  Aug.  15. 1973] 

178.24  Litter  and  manure  from  car- 
riers and  premises  of  tick-infested 
animals;  destruction  or  treating  re- 
quired. 

The  litter  and  manure  removed  from 

cars,  boats,  or  other  vehicles  and  from 
pens,  chutes,  alleys,  or  other  premises 
or  inclosnres  which  have  contained 
interstate  shipments  of  tick-infested 
animals,  shall  be  destroyed  or  treated 
by  the  transportation  or  yard  com- 
pany, or  other  owner  thereof,  under 
APHIS  Bupervlflion,  by  saturating  it  in 
the  required  concentration  with  a  per- 
mitted dip  listed  in  §72.13,  or  shall  be 
otherwise  disposed  of  under  prior  per- 
mission received  from  the  Adminis- 
trator, APHIS. 

[88  FR  21996.  AuiT  1."^.  1973.  BB  amended  at  56 
FR  51974.  51975.  Oct.  17. 1991] 

i72M  Dipping  methods. 

Dipping  is  accomplished  by  thor- 
oughly WftliiiK  the  entire  skin  by  ei- 
ther immersion  in  a  chemical  solution 
in  a  dip  vat.  or  by  spraying  with  a 
chemical  solution  using  a  spray-dip 
machine  or  a  hand-held  sprayer. 

[50  FR  430.  Jan.  4, 1965] 

PART  73— SCABIES  IN  CAHLE 

Sec. 

73.1  Interstate  movement  prohibited. 
73.1a  [Reserved] 

73.1b   Quarantine  policy. 
73.1c  Definitions. 

73.2  Interstate    shipment    for  immediate 

slaughter  from  quarantined  or  nonquar- 
antined  areas;  conditions  under  which 
permitted. 

73.3  Shipment  for  pui-po.^es  other  than 
slaughter;  conditions  under  which  per- 
mitted. 

73.4  Interstate  shipment  of  exposed  but  not 
visibly  diseased  cattle  from  a  quar- 
antined or  nonquarantined  area;  condi- 
tions under  which  permitted. 

73.5  Interstate  shipment  of  undiseased  cat- 
tle from  quarantined  area:  when  per- 
mitted. 

73.6  Placarding  means  of  conveyance  and 
marking  billing  of  shipments  of  treated 
scabby  cattle  or  cattle  exposed  to  sca- 
bies. 


78.7  Movement  from  quarantineil  to  free 
area  and  shipment  therehrom;  reetrio- 
tions  onder  which  permitted. 

78.8  OatUe  iniiscted  w  exposed  during  tran- 
sit. 

73.9  Owners  assume  responsibility;  must 
execute  agreement  piior  to  dipping  or 
treatment  waiving  all  claims  against 

United  States. 

73.10  Permitted  dips;  substances  allowed. 

73.11  Treatment  of  means  of  conveyance 
and  premises  having  contained  scabby 
cattle. 

73.12  Ivermectin. 

.\TTHORTTV:  21  U.S.C.  Ill  113.  115.  117.  120. 
121,  123-126,  i34b,  and  1341;  7  CFR  2.22,  2.80, 
and  871.4. 

§73.1    Interstate  movement  proliibited. 

(a)  Cattle  affected  with  scabies.  No  cat- 
tle affected  with  scabies  shall  be 
shipped,  trailed,  driven,  or  otherwise 
moved  interstate  for  any  purpose  ex- 
cept as  provided  in  tills  part. 

(b)  CatUe  affected  with  or  expowed  to 
scabies.  No  cattle  which,  just  prior  to 
movement,  were  affected  with  or  ex- 
posed to  scabies  shall  be  shipped, 
trailed,  driven,  or  otherwise  moved 
interstate  for  any  purpose  except  as 
provided  in  this  part. 

(c)  Cattle  from  area  quarantined  for 
scabiea.  No  cattle  shall  be  shipped, 
trailed,  driven,  or  otherwise  moved 
interstate  from  the  area  quarantined 
for  the  disease  of  scabies  in  cattle  ex- 
cept as  provided  in  this  part. 

[28  FR  5945,  June  13.  1963,  as  amended  at  41 
FR  5884.  Feb.  6. 1978] 

S  73.1a  [Reserved] 

§  73.1b    Quarantine  policy. 

The  Act  of  March  3.  1905.  a.s  amended 
(21  U.S.C.  123),  authorizes  the  Sec- 
retary of  Agricnltnre  to  quarantine 
any  State,  or  any  portion  of  any  State, 
when  he  determines  the  fact  that  any 
animals  in  such  jurisdiction  are  af- 
fected with  any  contagions,  infectious, 
or  communicable  disease  of  livestock 
or  that  the  contagion  of  any  .such  dis- 
ease exists,  or  that  vectors  wliicii  may 
disseminate  any  such  disease  exist  in 
such  jurisdiction.  Pursuant  to  this  au- 
thority, the  Department  has  quar- 
antined various  areas  because  of  cattle 
scabies  and  has  issued  the  regulations 
in  this  part  groverningr  the  interstate 
movement  of  cattle  from  such  areas.  It 
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iB  the  policy  of  the  Depairtment  to 

quarantine  those  portions  of  any  State 
that  are  clearly  Identifiable,  and  in 
which  exist  animals  affected  with  cat- 
tle scabies,  or  mltee  which  are  the  con- 
tagion of  said  disease  and  not  to  quar- 
antine an  entire  State  for  cattle  sca- 
bies if  the  State  adopts  and  enforces  re- 
quirements for  the  intrastate  move- 
ment of  cattle  that  are  at  least  as 
stringent  as  the  requirements  in  the 
regulations  In  this  part  for  interstate 
movements  of  cattle.  Further,  it  is  the 
policy  of  the  Department  to  remove 
the  quarantine  from  any  quarantined 
area  when  it  is  determined  that  sca- 
bies-affected animals  and  the  mites 
which  are  the  contagion  of  scabies  no 
longer  exist  in  snch  areas. 

[38  FR  31671.  Nov.  16.  1973J 

{TSao  DeOiiitioiis. 

For  purposes  of  this  part  the  fol- 
lowing terms  shall  have  the  meaning 
set  forth  in  this  section. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorised  to 
act  for  the  Administrator. 

Animal  and  Plant  Health,  Inspection 
Service,  The  Animal  and  Plant  Health 
Iiisipection  Senrioe  of  the  United  States 
Department  of  Agrlcoltore  (APHIS  or 
Service). 

APHIS  Inspector.  A  veterinarian  or 
livestock  inspector  employed  by  the 
Animal  and  Plant  Heietlth  Inspection 

Service.  U.S.  Department  of  Agri- 
culture, in  animal  health  activities, 
who  is  authorized  to  perform  the  func- 
tion involved. 

State  Inspector.  A  veterinarian  or  live- 
stock inspector  reg-ularly  employed  in 
animal  health  activities  by  a  State  or 
a  political  subdivision  thereof,  author- 
ised by  snch  State  or  political  snbdivi- 
slon  to  perform  the  function  involved 
under  a  cooperative  agreement  with 
the  U.S.  Department  of  Agriculture. 

[41  FR  5384,  Feb.  6.  1976.  as  amended  at  56  FR 
52463,  Oct.  21, 1991] 


{73.2  Interstate  shipment  tor  imme- 
diate slaughter  from  quarantined 
or  nonquarantined  areas;  condi- 

timttm  mmnm»  ^Mrfi  jminillttod- 

(a)  Conditions  under  which  permitted 

after  one  dipping.  Cattle  which,  just 
prior  to  shipment,  were  affected  with 
scabies  but  have  been  dipped  once  in  a 
permitted  dip  (other  than  a  tozaphene 
dip),  under  the  supervision  of  an 
APHIS  inspector  or  State  inspector, 
within  10  days  prior  to  the  date  of  ship- 
ment may  be  shipped  or  transported 
interstate  for  immediate  slaughter  to  a 
recognized  slaughtering  center,  upon 
compliance  with  the  following  condi- 
tions: 

(1)  They  shall  not  he  diverted  en 

route. 

(2)  The  means  of  conveyance  shall  be 
placarded  and  the  billing  shall  be 
marked  "Treated  Scahhy  Cattle,*'  in 
accordance  with  §73.6. 

(b)  After  one  dipping;  to  be  slaughtered 
within  14  days  or  redipped  by  owner.  Cat- 
tle shipped  interstate  subject  to  the 
provisions  of  paragraph  (a)  of  this  sec- 
tion shall  be  slaughtered  within  14  days 
from  the  date  of  the  dipping  or  shall  be 
again  dipped  by  the  owner. 

(c)  When  part  of  diseased  herd  not  visi- 
bly affected.  Cattle  of  the  free  area  not 
visibly  diseased  with  scabies,  but  which 
may  be  part  of  a  diseased  h«rd.  may  be 
shipped  or  transported  interstate  for 
immediate  slaughter  to  any  recocrnized 
slaughtering  center  where  separate 
pens  are  provided  for  yarding  exposed 
cattle:  Provided,  That  means  of  convey- 
ance in  which  the  cattle  are  trans- 
ported shall  be  placarded  and  the  bill- 
ing accompanying  the  shipment  shall 
be  marked  "Cattle  Exposed  to  Scabies** 
in  accordance  with  §73.6. 

(d)  Undiseased  herds  in  quarantined 
area;  conditions  under  which  permitted. 
Cattle  of  herds  of  the  qnaraattned  area 

which  are  not  diseased  with  scabies 
may  be  shipped,  transported,  or  other- 
wise moved  interstate  for  immediate 
slaughter,    upon    inspection   by  an 

APHIS  or  State  inspector  within  10 
days  prior  to  the  date  of  shipment  and 
when  accompanied  by  a  certificate 
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from  such  inspector  showing  the  cattle 
to  be  tree  ftom  disease. 

[31  FR  8907.  June  28.  1966.  as  amended  at  36 
FR  23996.  Dec.  17.  1971;  38  FR  18011.  July  6. 
1973;  41  FR  5384.  Feb.  6.  1976;  49  FR  10530,  Mar. 
20.  1984;  49  FR  33120,  Aug.  21. 1964;  56  FR  52463. 
Oct.  21. 1981;  66  FR  21062,  Apr.  27, 2001] 

S78.8  flbipment   for  pvurpoeee  other 

than   slaughter;  oCHOditioas  tmder 

which  permitted. 

Cattle  affected  with  scabies  may  be 
shipped  interstate  for  any  purpode  if 
dipped  twice  in  a  permitted  dip,  10  to  14 
days  apart,  under  the  supervision  of  an 
APHIS  inspector  or  State  Inspector, 
and  so  certified  by  such  inspector,  or 
such  cattle  may  be  so  shipped  If  dipped 
once  in  a  permitted  dip  nnder  APHIS 
supervision  or  State  supervision  at  the 
point  of  origin,  provided  arrangements 
have  been  made  for  the  second  dipping, 
nnder  APHIS  sapervlslon,  en  route  or 
at  dpstinatinn  within  10  to  14  days  after 
the  first  (lippmy:.  If  shipped  in  the  lat- 
ter manner  the  means  of  conveyance 
containingr  the  cattle  shall  be  plac- 
arded and  the  billing  shall  be  marked 
"Treated  Scabby  Cattle/*  in  aooord- 
ance  with  §73.6. 

[28  FR  &»45.  June  13.  1963.  as  amended  at  41 
FR  SS84,  Feb.  6.  1978:  49  FR  10590,  Mar.  20, 

1984:  49  FR  33120.  Aug.  21.  1984:  56  FR  62483, 
Oct.  21. 1991;  66  FR  21062,  Apr.  27.  2001J 

(78.4  Interstate  shipment  of  exposed 
but  not  visibly  diseased  cattle  from 
a  quarantined  or  nonquarantined 
area;  conditioiie  under  nAdidi  per^ 

mitted. 

Cattle  not  visibly  diseased  with  sca- 
bies, but  wiiich  are  known  to  be  part  of 
a  diseased  herd  or  to  have  come  in  con- 
tact with  diseased  cattle  or  infectious 
means  of  conveyance  or  premises,  may 
be  shipped  interstate  for  any  purpose  if 
dipped  at  the  point  of  origin,  under  taie 
supervision  of  an  APHIS  inspector  or 
State  inspector,  in  a  permitted  dip.  or 
the  cattle  may  be  dipped  en  route  by 
special  permission  first  had  and  ob- 
tained from  the  Administrator,  but  in 
such  event  the  means  of  conveyance 
shall  be  placarded  and  the  billing  shall 
be  marked  "Cattle  Exposed  to  Sca- 
bies,*' in  accordance  with  {78.6,  and  the 
cattle  shall  not  be  permitted  to  mingle 
with  other  cattle  until  disposed  of  in 


accordance  with  the  regulations  in  this 
part. 

[28  FR  .S915,  III  HP  13.  1963.  a.s  amended  at  41 
FR  5384,  Feb.  6,  1976;  56  FR  52463,  Oct.  21, 
1991] 

S78.5  Interstate  shipment  of 
mdieeMed  5?titflf>  frwa  miarnHmnl 
area;  when  permitted. 

Cattle  of  any  herd  in  any  quar- 
antined area,  which  herd  is  not  dis- 
eai>ed  with  scabies,  may  be  shipped, 
transported,  or  otherwise  moved  inter- 
state  for  any  purpose  upon  inspection 
by  an  APHIS  or  State  inspector  within 
10  days  prior  to  the  date  of  shipment 
and  when  accompanied  by  a  certificate 
from  such  inspector  showing  the  cattle 
to  be  free  from  such  disease  or  expo- 
sure thereto.  When  it  is  determined  by 
the  Administrator  that  all  cattle  of  all 
herds  in  any  quarantined  area  have 
been  inspected  for  scabies  by  an  APHIS 
or  State  inspector,  that  all  the  infected 
or  exposed  herds  have  been  identilled, 
and  that  all  the  infected  herds  have 
been  dipped  twice,  and  all  the  exposed 
herds  have  been  dipped  in  a  permitted 
dip  as  prescribed  in  §78.10,  under  super- 
vision of  an  APHIS  or  APHIS  approved 
inspector,  cattle  of  herds  in  such  area 
which  are  not  diseased  with  or  exposed 
to  scabies  may  be  moved  interstate  In 
accordance  with  this  section,  without 
further  APHIS  inspection  or  certifi- 
cation, directly  to  a  slaugiitering  plant 
where  Federal  Meat  Inspection  is 
maintained:  Provided  further,  that 
treatment  with  ivermectin  may  be 
used  in  lieu  of  dipping  for  a  herd  of  cat- 
tle treated  together  if  the  herd  is  pihys- 
ically  separated  for  14  days  following 
treatment  from  all  cattle  not  a  part  of 
the  herd  treated  together  with 
ivermectin.  Information  may  be  ob- 
tained from  an  APHIS  inspector  wheth- 
er a  determination  as  required  by  this 
section  is  currently  applicable  to  au- 
thorise such  movement.  Cattle  moved 
interstate  under  this  section  shall  not 
be  diverted  en  route  and  must  be  ac- 
companied by  a  waybill  or  similar  doc- 
ument, or  a  statement  signed  by  the 
owner  or  shipper  of  the  cattle,  stating: 
(a)  That  the  cattle  are  not  known  to  be 
infected  with  scabies  or  exposed  there- 
to; (b)  [Reserved};  (c)  the  purpose  for 
which  the  cattle  are  to  be  moved:  fd) 
the  number  of  the  cattle;  (e)  the  point 
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from  which  the  cattle  are  to  be  moved 
interstate:  (fi  that  the  cattle  shall  not 
be  diverted  en  route;  and  (g)  the  name 
and  address  of  the  owner  or  shipper  of 
theoattle. 

(Approved  by  the  Offloe  of  Management  and 
Budget  under  control  number  0679-0051) 

ISH  FR  8907.  June  28.  1966  a.s  amended  at  36  FR 
2S096,  Dec.  17.  1971;  38  FR  10252.  Apr.  26.  1973; 
38  FR  18011.  July  6,  1973:  41  FR  5384.  Feb.  6. 
1976:  48  FR  57472.  Dec  ;}0.  1983:  49  FR  10530. 
Mar.  20,  1984;  49  FR  33120,  Aug  21.  1984;  56  FR 
52463,  Oct.  21,  1991;  66  PR  21062,  Api  .  27,  2001] 

§  73.6  Placarding  means  of  conveyance 
and  marking  billing  of  shipments  of 
treated  scabby  came  or  cattle  ex- 
poaed  to  acabiea* 

When  cattle  are  shipped  as  "Treated 
Scabby  Cattle."  or  "Cattle  Exposed  to 
Scabies,"  the  transportation  compa- 
nies shall  securely  affix  to  and  main- 
tain upon  both  sides  of  each  means  of 
conveyance  carrying  nurh  cattle  a  du- 
rable, conspicuous  placard,  not  less 
than  5V6  by  8  inches  in  size,  on  which 
shall  he  printed  with  permanent  bla<  k 
ink  in  boldfaced  letters,  not  less  than 
IVfj  inches  in  height,  the  words, 
"Treated  Scabby  Cattle,**  or  **Gattle 
Exposed  to  Scabies,"  as  the  case  may 
be.  These  placards  shall  also  show  the 
name  of  the  place  fi'om  which  the  ship- 
ment was  made,  the  date  of  the  ship- 
ment (which  must  correspond  to  the 
date  of  the  waybills  and  other  papers), 
the  name  of  the  transportation  com- 
pany, and  the  name  of  the  place  of  des- 
tination. The  carrier  issuing  the  way- 
bills, conductors'  manifests,  memo- 
randa, and  bills  of  lading  pertaining  to 
snoh  shipments  shall  plainly  write  or 
stamp  upon  the  face  of  each  such  paper 
the  words.  "Treated  Scabby  Cattle."  or 
"Cattle  Exposed  to  Scabies,"  as  the 
oase  may  be.  If  for  any  reason  the  plac- 
ards required  by  this  part  have  not 
been  affixed  to  the  means  of  convey- 
ance as  aforesaid,  or  the  placards  have 
been  removed,  destro3red,  or  rendered 
Ulegible,  or  the  cattle  are  rebilled  or 
are  transferred  to  other  means  of  con- 
veyance, the  placards  shall  be  imme- 
diately affixed  or  replaced  by  the  car- 
rier, and  the  new  waybills  shall  be 
marked  as  aforesaid  by  the  carrier 
issuing  them,  the  intention  being  that 
the  billing  accompanying  the  shipment 


shall  be  marked  and  the  means  of  con- 
veyance containing  the  cattle  shall  be 
placarded  "Treated  Scabby  Cattle."  or 
"Cattle  Exposed  to  Scabies,"  as  the 
case  may  be,  from  the  time  of  shipment 
until  the  cattle  arrive  at  destination  or 
point  of  dipping  and  the  disposition  of 
the  means  of  conveyance  is  indicated 
by  an  APHIS  inspector  or  State  inspec- 
tor. 

(28  FR  5945.  June  13.  1963.  as  amended  at  41 

FR  538}.  Feb.  6.  1976;  49  FR  10.=W0.  Mar.  20. 
1984:  49  FR  33120.  AuR.  21.  1984;  .56  FR  52463, 
Oct.  21,  1991;  66  FR  21062,  Apr.  27,  2001] 

§73.7  Movement  from  quarantined  to 
free  area  and  shipment  therefrom; 
reetrictions  under  which  permitted. 

No  person,  firm,  or  corporation  shall 
deliver  for  transportation,  transport, 
drive  on  foot,  or  otherwise  move  inter- 
state from  the  free  area  of  any  State, 
Territory,  or  the  District  of  Columbia 
any  cattle  which  have  been  moved  from 
the  quarantined  area  of  the  same 
State.  Territory,  or  the  District  of  Co- 
lumbia into  such  free  area:  Provided, 
however.  That  such  cattle  may  be  deliv- 
ered for  transportation,  transported, 
driven  on  foot,  or  otherwise  moved 
Interstate  for  the  purposes  for  which 
the  shipment  ,  transportation,  or  other 
movement  interstate  of  cattle  of  the 
quarantined  area  is  permitted  by  this 
part.  Provided,  That  in  such  shipment 
and  transportation  or  other  movement 
the  requirements  of  this  part  governing 
the  shipment  and  transportation  or 
other  movement  of  cattle  of  the  quar- 
antined area  are  strictly  complied 
with:  And  provided  further,  That  this 
section  shall  not  apply  to  cattle  of  the 
quarantined  area  which,  before  being 
moved  into  the  free  area,  are  certified 
by  an  APHIS  inspector  or  State  inspec- 
tor as  free  from  disease  and  are  accom- 
panied by  such  certificate  in  their  ship- 
ment by  transportation  or  other  move- 
ment interstate. 

(Approved  by  the  Office  of  Manag^ement  and 
Budget  under  control  number  0579-0061) 

(44  U.S.C.  3506) 

[28  FR  6M6.  June  13.  1963.  as  amended  at  41 
FR  5384.  Feb.  6,  1976;  48  FR  57472,  Dec.  30. 
1968;  56  FR  6M88.  Oct.  21. 1901] 
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S7S.8  Cattle  inlbotod  or  aipood  4nr> 

ing  transit. 

(r)  Healthy  cattle  from  unquarantined 
State  exposed  en  route.  Should  healthy 
cattle  in  transit  from  a  State  not  quar- 
antined by  tbe  Secretary  of  Agri- 
culture  for  scabies  in  cattle  he  un- 
loaded en  route  and  placed  in  infec- 
tious premises,  they  shall  be  treated  as 
exposed  cattle,  and  their  ftirther  move- 
ment shall  be  subject  to  the  provisions 
of  this  part  with  respect  to  the  move- 
ment of  exposed  cattle. 

(b)  Interstate  shipments  oj  cattle  under 
APHIS  or  State  certificate  found  affected 
or  exposed  en  route.  Cattle  sMnwd 
Interstate  under  a  certificatp  from  an 
APHIS  inspector  or  State  inspector  or 
other  cattle  which  are  found  en  route 
to  be  affected  with  scabies  or  to  have 
been  exposed  thereto,  shall  thereafter 
be  handled  in  the  same  manner  as  dis- 
eased or  exposed  cattle  are  required  by 
this  part  to  be  handled,  and  the  means 
of  convesrance  and  the  chntes,  allesrs, 
and  pens  which  have  been  occapied  by 
diseased  animals  shall  be  cleaned  and 
disinfected  as  provided  in  §§71.4 
through  71.11  of  this  sabchapter. 

[28  FR  5045,  June  13,  1968,  as  amended  at  41 
FR  5384.  Feb.  6.  1976:  56  PR  8a«8.  Ckst.  21. 
1991] 

178^  Ownera  ■■■iimii  reeponsibili^ 

must  execute  agreement  prior  to 
dipping  or  treatment  waiving  all 
datans  against  United  States. 

When  the  cattle  are  to  be  dipped 
under  APHIS  supervision  or  control. 

the  owner  of  the  cattle  offered  for  ship- 
ment, or  his  agent  duly  authorized 
thereto,  shall  first  execute  and  deliver 
to  an  APHIS  inspector  an  application 
for  inspection  and  supervised  dipping 
wherein  he  shall  ag-ree  to  waive  all 
claims  against  the  United  States  for 
any  loss  or  damage  to  said  cattle  occa- 
sioned by  or  resulting  from  dipping  or 
other  treatment  under  this  part,  or  re- 
sulting: from  any  subsequent  treatment 
prior  to  their  interstate  shipment,  or 
resulting  from  the  foot  that  they  are 
later  found  to  be  still  scabies  infested, 
and  also  for  all  subsequent  loss  or  dam- 
age to  any  other  cattle  in  the  posses- 
sion or  control  of  such  owner  which 


may  come  into  contact  with  the  cattle 

so  dipped  or  treated. 

i  n  FH  4012.  Jan.  28.  1976.  as  amended  at  56 

FH  52163,  Oct.  21.  19911 

S  73.10  Permitted  dips;  enbstancee  a^ 

lowed. 

(a)  The  dips  at  present  permitted  by 
the  Department  for  the  trealanent,  as 
required  in  this  part,  of  cattle  affected 
with  or  exposed  to  scabies,  are  as  fol- 
lows: 

(1)  Idme-sulphur  dip,  other  than  pro- 

prietary  brands  thereof,  made  in  the 
proportion  of  12  pounds  of  unslaked 
lime  (or  16  pounds  of  commercial  hy- 
drated  lime,  not  airslalced  lime)  and  24 
pounds  of  flowers  of  sulphur  or  sulphur 
flour  to  100  gallons  of  water:  or  a  spe- 
cifically permitted  proprietary  brand 
of  lime-sulphur  dip. 

(2)  Dips  made  from  specifically  per- 
mitted proprietary  brand  emulsions  of 
toxaphene  and  maintained  throughout 
the  dipping  operation  at  a  concentra- 
tion between  0.50  and  0.60  percent 
toxaphene.  Animals  treated  by  such 
dips  should  not  be  slaughtered  for  food 
purposes  until  the  expiration  of  such 

period  as  may  be  required  under  the 
Federal  Meat  Inspection  Act  (21  U.S.C., 
Supp.  m,  601  et  seq.).  The  length  of  this 
required  period  shall  be  specified  on 
each  certificate  issued  by  the  AFSB 
inspector  or  State  inspector  who  supef^ 
vises  the  dipping  with  such  dips. 

(8)  Approved  proprietary  brands  of 
coumaphos  (Co-Ral®).  25  percent  wet- 
table  powder  or  flowable  form  used  at  a 
concentration  of  0.30  percent. 

(4)  Approved  proinietary  brands  of 
organophosphorous  Insecticides 
(Prolate®)  used  at  a  concentration  of 
0.15  percent  to  0.25  percent. 

(b)  The  dipping  bath  for  Ume-eulphur 
dip  must  be  used  at  a  temperature  of  95 
°  to  105  °F..  and  must  be  maintained 
through  the  dipping  operation  at  a  con- 
centration of  not  less  than  2  percent  of 
"sulphide  sulphur",  as  Indicated  by  the 
field  test  for  lime-sulphur  dipping 
baths  approved  by  the  APHIS.i  The 


^The  field  test  for  lime-salphur  dipping 
baths  is  described  in  U.S.  Department  of  Ag- 
riculture Bulletin  163,  for  sale  by  the  Super- 
intendent of  Documents,  Government  Print- 
ing Office.  Washington.  D.C.  30408.  at  6  cents 
a  copy. 
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dipirfjier  bath  for  toxaphene  emulsioiis 

must  be  kept  within  a  temperature 
range  of  40  -80  °F.,  and  at  a  concentra- 
tion between  0.50  and  0.60  percent 
throaghont  the  dipping  operattons.' 

(o)  Proprietary  brands  of  limeHenil- 
phur  or  toxapheno  dip?^  may  be  used  in 
official  dipping  only  after  specific  per- 
mission therefor  has  been  granted  by 
the  Administrator.  Before  a  dip  will  be 
specifically  approved  as  a  permitted 
dip  for  the  eradication  of  scabies  in 
cattle,  the  APHIS  ^  will  require  that 
the  product  be  registered  under  the 
provisions  of  the  Federal  Insecticide, 
BHuiglcide  and  Rodenticide  Act,  as 
amended  (7  U.S.C.  135  et  seq  ):  that  is  ef- 
ficacy and  stability  have  been  dem- 
onstrated; that  trials  have  been  con- 
ducted to  determine  that  its  concentra- 
tion can  be  maintained  and  that  under 
actual  filed  conditions  the  dippine  of 
cattle  in  a  bath  of  definite  strength 
will  effectually  eradicate  scabies  infec- 
tion without  injury  to  the  animals 
dipped. 

[34  FR  7443.  May  8,  1969,  as  amended  at  30  FR 

39715,  Nov.  11.  1974:  40  FR  12768.  Mar.  21.  1975: 
40  FR  42179,  Sept.  11.  1975;  41  FR  5384.  Feb.  6. 
1976;  il  FR  87307,  Sept.  8, 1078;  80  FR  491,  Jan. 
4, 1966: 66  FR  63168.  Oct.  21. 1991] 

S  73.11  Treatment  of  means  of  convey- 
ance and  premises  having  ooiip 
tained  scabby  isattle. 

Means  of  conveyance,  yards,  pens, 
sheds,  chutes,  or  other  premises  or  fa- 
cilities which  have  contained  cattle  of 
a  consignment  in  whloh  scabies  is 
found  shall  be  treated  within  72  hours 
of  nse  and  prior  to  further  use  in  the 
required  concentration  with  a  per- 
mitted dip  listed  in  §73.10  under  super- 
vision of  a  State  or  Federal  inspector 
or  an  accredited  veterinarian. 

m  FR  21396.  Aug.  15.  1978.  M  amended  at  41 
FR6384.  Feb.  6.  me] 


scare  must  be  exeix^ised  In  clipping  animals 
and  in  malntatnlnir  the  bath  at  the  stcmdard 
concentration.  Detailed  instructions  will  be 
issued  for  the  guidance  of  employees  who 
may  be  called  upon  to  use  them  in  the  sca- 
bies eradic  ation  proeram. 

3  Information  as  to  the  names  of  such  dips 
may  be  obtained  from  the  APHIS  or  a  APHIS 
inspector. 


973.12  Ivermectin.^ 

(a)  Cattle  affected  with  scabies  or 

which  just  prior  to  movement  were  af- 
fected with  or  exposed  to  scabies  may 
be  moved  interstate  from  a  nonquar- 
antined  area  after  being  treated  with 
ivermectin  under  the  supervision  of  an 
APHIS  inspector  or  State  Inspector  in 
accordance  with  the  directions  on  the 
label  of  the  drug  if  the  following  condl- 
tions  are  met: 

(1)  Such  cattle  are  kept  physically 
separated  for  14  days  following  treat- 
ment from,  all  cattle  not  part  of  the 
group  treated  together  with  ivermectin 
(regardless  of  whether  the  cattle  are 
moved  interstate  before  the  end  of  the 
14-day  period);  and 

(2)  If  such  cattle  are  moved  inter- 
state before  the  end  of  the  14th  day  fol- 
lowing treatment,  at  the  time  of  inter- 
state movement  they  are  accompanied 
by  a  certificate  Issued  and  signed  by  an 
APHTS  inspector  or  State  inspector 
identifying  the  group  of  cattle  treated 
with  ivermectin  and  stating  the  date 
on  which  the  cattle  were  treated  with 
ivermectin:  and 

(3)  If  such  cattle  are  moved  inter- 
state before  the  end  of  the  14th  day  fol- 
lowing treatment,  at  the  time  of  inter- 
state movement  the  means  of  convey- 
ance carrying  them  is  placarded  and 
the  billing  marl^ed  in  accordance  with 
S73.6. 

Note:  Cattle  from  nonquarantined  areas 
which  are  not  affected  with  scabies  or  which 
Just  prior  to  movement  were  not  affected 
with  or  exposed  to  scabies  may  be  moved 


^Tissue  residues  remain  following  treat- 
ment with  Ivermectin.  Cattle  treated  with 

ivermectin  are  not  allowed  to  be  slaughtered 
for  food  purposes  until  the  expiration  of  such 
period  as  may  be  required  under  the  Federal 

Meat  Inspection  Act  (21  U.S.C.  601  et  st'q.). 
Further,  the  animal  drug  regulations  in  21 
CFR  parts  522  and  556  promulgated  under  the 

Pedt  ra!    Food.   DruK.   ami  Co.-^inetU    Act  (21 

U.S.C.  301  et  seq.)  contain  limitations  on  the 
use  of  Ivermectin  and  contain  tolerances  for 
ivermectin  in  ediUle  cattle  tissue.  With  re- 
spect to  the  limitations  21  CFR  part  522  pro- 
vides the  following:  'Tor  snboataneoos  use 
only.  Not  for  intramuscular  use.  Do  not  treat 
cattle  within  35  days  of  slau^^hter.  Because  a 
withdrawal  time  in  milk  has  not  been  estab- 
lished, do  not  use  in  female  dairy  cattle  of 
breeding  age.  Federal  law  restricts  this  drug 
to  Qse  by  or  on  the  ordw  of  a  lioeoaed  veteri- 
narian.** 
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interstate  without  restrictions  under  this 
part.  Accordingly,  cattle  from  nonquar- 
antined  areas  which  had  been  treated  with 
ivermectin  more  than  14  days  before  move- 
ment interstate  may  be  moved  interstate 
without  restriction  under  this  part  unless 
following  treatment  they  become  affected 
with  scabies  or  just  prior  to  movement  be- 
come aifected  with  or  ezpoeed  to  aoablea. 

(b)  Cattle  may  be  moved  Interstatp 
from  a  quarantined  area  after  being 
treated  with  ivermectin  under  the  su- 
pervision of  an  APHIS  inspector  or 
State  lnsi>ector  in  accordance  with  the 
directions  on  the  label  of  the  drug  if 
the  following  conditions  are  met: 

(1)  Sach  cattle  are  moved  interstate 
within  21  days  following  treatment 
with  ivermectin;  and 

(2)  Such  cattle  are  kept  physically 
separated  for  14  days  following  treat- 
ment from  all  cattle  not  part  of  the 
group  treated  together  with  ivermectin 
(re>?ard!ess  of  whether  the  cattle  are 
moved  interstate  before  the  end  of  the 
14  day  period);  and,  If  sach  cattle  are 
moved  within  the  15-  to  21-day  period 
following  treatment,  they  remain  kept 
physically  separated  from  all  cattle 
not  a  part  of  the  group  treated  to- 
gether with  ivermectin  until  after  they 
are  moved  interstate:  and 

(3)  Such  cattle  are  accompanied  at 
the  time  of  interstate  movement  by  a 
certificate  issued  and  signed  by  an 
APHIS  inspector  or  State  inspector 
identifying  the  group  of  cattle  treated 
with  ivermectin  and  stating  the  date 
on  which  the  cattle  were  treated  with 
ivermectin:  and 

(4)  If  such  cattle  are  moved  inter- 
state before  the  end  of  the  14  day  pe- 
riod followix^  treatment,  at  ttie  time 
of  interstate  movement  the  means  of 
conveyance  carrying  them  is  placarded 
and  the  billing  marked  in  accordance 
with  §73.6. 

[49  PR  10530,  Mar.  20.  1984  and  49  PR  33120. 
AuR.  21,  1984;  56  PR  52468.  Oct.  21,  1991;  06  PR 
21062.  Apr.  27. 2001] 


PART  74— PROHIBITION  OF  INTER- 
STATE MOVEMENT  OF  LAND  TOR- 
TOISES 


AuTHORm-:  21  U.S.C.  111-113,  114a,  115.  117. 
120.  122-126.  134b.  134f;  7  CFR  2.22.  2.80.  and 
371.4. 


§  74.1   General  prahihitiiwi. 

The  interstate  movement  of  leopard 
tortoise  {Geochelone  pardalis),  African 
spurred  tortoise  (CfeocheUme  suJcata), 
and  Bell's  hingeback  tortoise  (Kinixys 
bcIUana)  is  prohibited  except  when  tor- 
toises are  accompanied  by  either  a 
health  certUioate  or  a  certificate  of 
veterinary  Inspection.  The  health  cer- 
tificate or  certificate  of  veterinary  in- 
spection must  be  signed  by  an  accred- 
ited veterinarian  within  30  days  prior 
to  the  Interstate  movement  and  mnst 
state  that  the  tortoises  have  been  ex- 
amined by  that  veterinarian  and  found 
free  of  ticks. 

[66  FR  37128,  July  17,  2001J 

PART  75— COMMUNICABLE  DIS- 
EASES IN  HORSES.  ASSES, 
PONIES.  MULES.  AND  ZEBRAS 

DODBINB  W  BxmSKB  AND  ASSBS 

See. 

75.1-75.8  [Reawved] 

EQuniB  iNFBonous  Anemia  (Swamp  Fbvbr) 

76.4  iDterBtate  movement  of  equine  infec- 
tioiu  anemia  reactors  and  approval  of 
laboratofies.  diag^nostic  facilities,  and  re* 
search  taolUtieB. 

OoMTAcaous  EQunnB  Mstrris  {OEM) 

75.5-75.10  [Reserved] 

authority:  21  U.S.C.  111-113.  115.  117,  120. 
121 .  123-126.  and  134-13lh;  7  CFR  2.22, 2.80,  and 

371.4. 

Source:  28  FR  5950,  June  13,  1963,  unless 
otherwise  noted. 

DouRTNE  IN  Horses  and  Asses 

$§76.1-75,3  [BeMTvedQ 

Equine  ihfectious  anemia  (Swamp 
Fever) 

ft  75,4  Interstete  mofviemeiit  of  eonliM 

infectious  anemia  reactors  ana  ap- 
proval of  laboratories,  diagnostic 
frffjlt4ff^,  ■mi  meonrrh  fitrilHmt. 

(a)  Definitions.  For  the  purpOM  Of  this 
section,  the  following  terms  have  the 
meauingrs  set  forth  In  this  paragraph. 

Accredited  veterinarian.  A  yeterl- 
narian  approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  fUnc- 
tioDS  specified  in  parts  1,  2,  8,  and  11  of 
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sabchapter  A,  and  subchapters  B,  O  and 

D  of  this  chapter,  and  to  perform  func- 
tions required  by  cooperaLive  Slate- 
Federal  disease  control  and  eradication 
profirrams. 

Administnifor.  The  Administrator. 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

Animals.  Cattle,  sheep,  goats,  other 
ruminants,  swine,  horses,  asses,  mules, 
aelwas,  dogs,  and  poultry. 

APHIS  representative.  An  individual 
employed  by  APHIS  who  Is  authorized 
to  perform  the  functions  involved. 

Approved  stockyard.  A  stockyard,  live- 
stock market,  or  other  premise,  under 
state  or  federal  veterinary  supervision 
where  horses  or  other  equines  are  as- 
sembled for  sale  purposes,  and  which 
has  been  approved  by  the  Adminis- 
trator under  §71.20  of  this  chapter. 

Certificate.  An  official  document 
issued  by  a  State  representative, 
APHIS  representative,  or  an  accredited 
veterinarian  at  the  point  of  origin  of 
the  interstate  movement  on  which  are 
listed:  (1)  The  description,  including 
age,  breed,  color,  sex,  and  distinctive 
marking.s  when  present  (such  as 
brands,  tattoos,  scars  or  blemishes),  of 
each  reactor  to  be  moved;  (2)  the  num- 
ber of  reactors  covered  by  the  docu- 
ment; (3)  the  purpose  for  which  the  re- 
actors are  to  be  moved;  (4)  the  points  of 
origin  and  destination;  (5j  consignor; 
and  (6)  the  consignee;  and  which  states 
that  each  reactor  identified  on  the  cer- 
tificate meets  the  requirements  of 
§  75.4(b). 

Interstate.  From  any  State  into  or 

through  any  other  State. 

Official  seal.  A  serially  numbered 
metal  or  plastic  strip,  or  a  serially 
numbered  button,  consisting  of  a  self- 
locking  device  on  one  end  and  a  slot  on 
the  other  end,  which  forms  a  loop  when 
the  ends  are  engaged  and  which  cannot 
be  reused  if  opened.  It  is  applied  by  an 
APHTS  representative  or  State  rep- 
resentative. 

Official  test.  Any  test  for  the  labora- 
tory diagnosis  of  equine  infectious  ane- 
mia that  utilizes  a  diagnostic  product 


that  is:  (1)  Produced  under  license  from 

the  Secretary  of  Agriculture,  and  found 
to  be  efficacious  for  that  diagnosis, 
under  the  Virus-Serum-Toxin  Act  of 
March  4,  1913,  and  subsequent  amend- 
ments (21  U.S.C.  151  et  seq.y,  and  (2)  con- 
ducted in  a  laboratory  approved  by  the 
Administrator. 

Officially  identified.  The  permanent 
identification  of  a  reactor  using  the 
National  Uniform  Tag  code  number  as- 
signed by  the  United  States  Depart- 
ment of  Agriculture  to  the  State  in 
which  the  reactor  was  tested,  followed 
by  the  letter  "A",*  which  markings 
shall  be  permanently  applied  to  the  re- 
actor by  an  APHIS  representative, 
State  representative  or  accredited  vet- 
erinarian who  shall  use  for  the  purpose 
a  hot  iron  or  chemical  brand* 
freezemarking  or  a  lip  tattoo.  If  hot 
iron  or  chemical  branding  or 
freesemarking  is  used,  the  markings 
Bihall  be  not  less  than  two  inches  high 
and  shall  be  applied  to  the  left  shoulder 
or  left  side  of  the  neck  of  the  reactor. 
If  a  lip  tattoo  is  used,  each  character  of 
the  tattoo  shall  be  not  less  than  one 
inch  hiffh  and  three-fourths  of  an  inch 
wide  and  shall  be  applied  to  the  inside 
surface  of  the  upper  lip  of  the  reactor. 

Operator.  The  individual  responsible 
for  the  day-to-day  operations  of  the 
specifically  approved  stockyard. 

Permit.  An  official  document  (VS 
Form  1-27  or  a  State  form  which  con- 
tains the  same  information,  but  not  a 
"permit  for  entry")  issued  by  an 
APHIS  representative.  State  represent- 
ative, or  accredited  veterinarian  which 
lists  the  owner's  name  and  address, 
points  of  origin  and  destination,  num- 
ber of  animals  covered,  purpose  of  the 
movement,  and  one  of  the  following: 
The  individual  animal  registered  breed 
association  registration  tattoo,  indi- 
vidual animal  reg'iatered  breed  associa- 
tion registration  number,  or  similar  in- 
dividual identification,  including 
name,  age,  sex,  breed,  color,  and  mark- 
ings. 


1  Information  as  to  the  National  Uniform 
Taer  code  rnunber  ssrstem  can  be  obtained 
from  the  Animal  and  Plant  Health  In.spet  - 
tion  Service,  Veterinary  Services,  National 
Animal  Healtli  Programs,  47D0  River  Road 
Unit  48,  Rlverdale,  Maryland  20787-1281. 
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Reactor.  Any  horse,  ass.  mule,  pony 
or  zebra  wMcli  is  subjected  to  an  offi- 
cial test  and  found  positive. 

State,  Any  State,  the  District  of  Co- 
lumbia. Puerto  Rico,  the  Virgin  Islands 
of  the  United  States,  Guam,  the  North- 
ern Mariana  Islands,  or  any  other  terri- 
tory or  possession  of  the  United  States. 

State  animal  health  official.  The 
individial  employed  by  a  State  who  is 
responsible  for  livestock  and  poultry 
disease  control  and  eradication  pro- 
grams. 

state  rrprcsrvtative.  An  individual  em- 
ployed in  animal  health  activities  of  a 
State  or  a  State's  political  subdivision, 
who  is  aathorised  by  that  State  to  per- 
form the  function  involved  under  a  co- 
operative agreement  with  the  United 
States  Depai'tment  of  Agriculture. 

Veterinarian  <n  Charge.  The  veteri- 
nary official  of  APHIS  who  is  assigned 
by  the  Administrator  to  supervise  and 
perform  the  animal  health  activities  of 
APHIS  in  the  State  concerned. 

(b)  interstate  movement.  No  reactor 
maj^  be  moved  interstate  unless  the  re- 
actor is  officially  identified,  is  accom- 
panied by  a  certificate,  and  meets  the 
conditions  of  either  paragraph  (b)(1), 
(b)(2),  (b)(3).  or  (b)(4)  of  this  section: 
Provided.  That  official  identification  Is 
not  necessaiy  if  the  reactor  is  moved 
directly  to  slaughter  under  a  permit 
and  in  a  conveyance  sealed  with  an  of- 
ficial seal: 

(1)  The  reactor  is  moved  interstate 
for  Inunediate  slaughter,  either  to  a 
Federally  inspected  slaughtering  estab- 
lishment operating  under  the  provi- 
sions of  the  Federal  Meat  Inspection 
Act  (21  U.S.C.  601  et  seq.)  or  to  a  State- 
inspected  slaughtering  establishment 
that  has  inspection  by  a  State  rep- 
resentative at  time  of  slaughter;  or 

(2)  The  reactor  is  moved  interstate  to 
a  diagnostic  or  research  facility  after 
the  individual  issuing  the  certificate 
has  consulted  with  the  State  animal 
health  official  in  the  State  of  destina- 
tion and  has  determined  that  the  reac- 
tor to  be  moved  interstate  will  be 
maintained  in  isolation  sufficient  to 
prevent  the  transmission  of  equine  in- 
fectious anemia  to  other  horses,  asses, 
ponies,  mules,  or  zebras,  and  will  re- 
main quarantined  under  State  author- 
ity at  the  diagnostic  or  research  facil- 
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ity  until  natural  death,  slaughter,  or 
until  disposed  of  by  euthanasia;  or 

(3)  The  reactor  is  moved  Interstate  to 
its  home  fium  after  the  individual 
issuing  the  certificate  has  consulted 
with  the  State  animal  health  official  in 
the  State  of  destination  and  has  deter- 
mined that  the  reactor  to  be  moved 
interstate  will  be  maintained  in  isola- 
tion sufficient  to  prevent  the  trans- 
mission of  equine  infectious  anemia  to 
other  horses,  asses,  ponies,  mules,  or 
sebras,  and  will  remain  quarantined 
under  State  authori^  on  the  reactor's 
home  farm  until  natural  death,  slaugh- 
ter, or  until  disposed  of  by  euthanasia; 
and 

(4)  The  reactor  is  moved  interstate 

through  no  more  than  one  approved 
stockyard  for  sale  for  immediate 
slaughter,  and  is  moved  within  five 
days  of  its  arrival  at  the  approved 
stocksrard  directly  to: 

(i)  Slaughter  at  a  federally  Inspected 
slaughtering  establishment  operating 
under  the  provisions  of  the  Federal 
Meat  Inspection  Act  (21  U.S.C.  601  et 
seq.X  or, 

(11)  Slaughter  at  a  state-iji0i>ected 
slaughtering  establishment  that  has 
inspection  by  a  state  representative  at 
the  time  of  slaughter,  or, 

(ill)  The  home  farm  of  the  reactor  in 
accordance  with  paragraph  (bXS)  of 
this  section. 

(c)  Approval  of  Laboratories,  and  Diag- 
nostic or  Research  Facilities.  (1)  The  Ad- 
ministrator will  approve  laboratories 
to  conduct  the  official  test  only  after 
consulting  with  the  State  animal 
health  official  in  the  State  in  which 
the  laboratory  is  located  and  after  de- 
terminincT  that  the  laboxmtozy: 

(i)  Has  technical  personnel  assigned 
to  conduct  the  official  test  who  have 
received  training  preaczibed  by  the  Na^ 
tional  Veterinary  Services  Labora- 
tories; 

(ii)  Uses  United  States  Department  of 
Agriculture  licensed  antigen; 

(ill)  Follows  standard  test  protocol 
prescribed  by  the  National  Vetwlnary 
Services  Laboratories: 

(iv)  Meets  check  test  proficiency  re- 
quirements prescribed  by  the  National 
Veterinary  Senrices  Laboratories;  and 
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(v)  Reports  all  official  test  results  to 
the  State  animal  health  official  and 
the  Veterinarian  in  Charge.^ 

(2)  Tbe  AdmlniBtrator  will  approve 
diagnostic  or  reaearch  facilities  to 
which  reactors  may  be  moved  inter- 
state under  paragraph  (b)(2)  of  this  sec- 
tdon,  after  a  determination  by  the  Ad- 
ministrator that  the  facility  has  facili- 
ties and  employs  procedures  which  are 
adequate  to  prevent  the  transmission 
of  equine  infectious  anemia  from  reac- 
tors to  other  equine  animals. ^ 

(d)  Denial  and  withdrawal  of  approval 
of  laboratories  and  diagnostic  or  research 
fadUUes.  The  Administrator  may  deny 
or  withdraw  approval  of  any  laboratory 
to  conduct  the  official  test,  or  of  any 
diagnostic  or  research  facility  to  re- 
ceive reactors  moved  Interstate,  upon  a 
determination  that  the  laboratory  or 
diagnostic  or  research  facility  does  not 
meet  the  criteria  for  approval  under 
paragraph  (c)  of  this  section. 

(1)  In  the  case  of  a  denial,  the  oper- 
ator of  the  laboratory  or  facility  will 
be  informed  of  the  reasons  for  denial 
and  may  appeal  the  decision  in  writing 
to  the  Administrator  within  10  days 
after  receiving:  notification  of  the  de- 
nial. The  appeal  must  include  ail  of  the 
HMSts  and  reasons  upon  which  the  per- 
son relies  to  show  that  the  laboratory 
or  facility  was  wrongfully  denied  ap- 
proval to  conduct  the  official  test  or 
receive  reactors  moved  interstate.  The 
Administrator  will  grant  or  deny  the 
appeal  in  writing  as  promptly  as  cir- 
cumstances permit,  stating  the  reason 
for  his  or  her  decision.  If  there  is  a  con- 
flict as  to  any  material  fkct,  a  hearing 
will  he  held  to  resolve  the  conflict. 


'Tiaining  requirements,  standard  test  pro- 
tooolB,  and  dieck  test  prolloimKqr  require- 
ments prescrlbfd  by  the  National  Veterinary 
Services  Laboratoi'ies,  and  the  names  and 
addresses  of  approved  laboratories  can  be  ob- 
tained from  the  Animal  and  T'lant  Health  In- 
spection Service,  Veleiiiiat.v  Seivices.  Na- 
tional Animal  Health  Pro^'^rams.  4700  River 
Road  Unit  13.  Riverdale.  Maiyland  20737-1231. 

'Facilities  and  procedures  which  are  ade- 
quate to  prevent  the  tranamlarion  of  equine 
infectious  anemia,  and  the  names  and  ad- 
dresses of  approved  diagnostic  or  resean  h  la- 
cilities,  can  be  obtained  from  the  Animal 
and  Plant  Health  Inspoction  Service.  \'eteri- 
nary  Services,  National  Ammul  Health  Pro- 
grams, 4700  River  Road  Unit  48.  Riverdale, 
Maryland  20737-1231. 


Rules  of  practice  concerning  the  hear- 
ing will  be  adopted  by  the  Adminis- 
trator. 

(2)  in  Liie  case  of  withdrawal,  before 
such  action  is  taken,  the  operator  of 
the  laboratory  or  facility  will  be  in- 
formed of  the  reasons  for  the  proposed 
withdrawal.  The  operator  of  the  labora- 
tory or  facility  may  appeal  the  pro- 
posed withdrawal  in  writing  to  the  Ad- 
ministrator within  10  days  after  being 
informed  of  the  reasons  for  the  pro- 
posed withdrawal.  The  appeal  must  in- 
clude all  of  the  facts  and  reasons  upon 
which  the  person  relies  to  show  that 
the  reasons  for  the  proposed  with- 
drawal are  incorrect  or  do  not  support 
the  withdrawal  of  the  approval  of  the 
laboratory  or  facility  to  conduct  the 
official  test  or  receive  reactors  moved 
interstate.  The  Administrator  will 
grant  or  deny  the  appeal  in  writinsr  as 
promptly  as  circumstances  permit, 
stating  the  reason  for  his  or  her  deci- 
sion. If  there  is  a  conflict  as  to  any  ma- 
terial fact,  a  hearing  will  be  held  to  re- 
solve the  conflict.  Rules  of  practice 
concerning  the  hearing  will  be  adopted 
by  the  Administrator.  However,  the 
withdrawal  shall  become  effective 
pending  final  determination  in  the  pro- 
ceeding when  the  Administrator  deter- 
mines that  such  action  is  necessary  to 
protect  the  public  health,  interest,  or 
safety.  Such  withdrawal  shall  be  effec- 
tive upon  oral  or  written  notification, 
whichever  is  earlier,  to  the  operator  of 
the  laboratory  or  facility.  In  the  event 
of  oral  notification,  written  confirma- 
tion shall  be  given  as  promptly  as  cir- 
cumstances allow.  The  withdrawal 
shall  continue  in  effect  pending  the 
completion  of  the  proceeding,  and  any 
Judicial  review  thereof,  unless  other- 
wise ordered  by  the  Administrator. 

(3)  Approval  for  a  laboratory  to  con- 
duct the  official  test  will  be  automati- 
cally withdrawn  by  the  Administrator 
when  the  operator  of  the  approved  lab- 
oratory notifies  the  National  Veteri- 
nary Services  Laboratories  in  Ames, 
Iowa,  in  writing,  that  the  laboratory 
no  longer  conducts  the  official  test. 

(4)  Approval  for  a  diagnostic  or  re- 
search facility  to  receive  reactors 
moved  interstate  will  be  automatically 
withdrawn  by  the  Administrator  when 
the  operator  of  the  approved  diagnostic 
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or  research  facility  notifies  the  Admin- 
istrator, in  writing,  that  the  diag-nostic 
or  research  facility  no  longer  receives 
reactors  moved  Interstate. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  05V9-O051) 

[51  FR  12597.  Apr.  14,  1986,  as  amended  at  51 
FR  30327.  Aug.  26,  19B6;  55  FR  13506.  13507, 
Apr.  11.  1990:  87  FR  3440.  Jan.  22.  1992:  57  PR 
57337.  Dec.  4.  1992:  59  FR  67133.  Dec.  29.  1994; 
58  FR  67613.  Deo.  30. 1994;  60  FR  14619.  Mar.  20. 
1995;  62  FR  9!7B86,  May  22,  1997;  66  FR  21062, 
Apr.  27. 2001] 
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PART  76  [RESERVED] 

PART  77— TUBERCULOSIS 

Subpart  A— General  Piovislons 

Sec. 
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77.3  TuberculoolB  olasBlllcatlmu  of  States 

and  zones. 

77.4  Application  for  and  retention  of  woom. 

Subpart  B— Cottle  and  Bison 
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77.6  Applicability  of  this  subpart. 

77.7  Accredited-free  States  or  zones. 

77.8  Interstate  movement  from  accredited- 
tm  States  sad  sonss. 

77.9  Modified  aooredited  advanoed  States  or 
zones. 

77.10  Interstate  movement  trom  modified 

accredited  advanced  States  and  zones. 

77.11  Modified  accredited  States  or  zones. 

77.12  Interstate  movement  from  modified 
accredited  States  and  zones. 

77.13  Accreditation  preparatory  States  or 
aones. 

77.14  Interstate  movt^ment  fioni  accredita- 
tion preparatory  States  and  zones. 

77.16  Nonaoeredlted  States  or  soaes. 

77.10  Interstate  movenmit  flrom  nonaoored- 
ited  States  and  zones. 

77.17  Interstate  movement  of  cattle  and 
bison  that  are  exposed,  reactors,  or  sus- 
pects, or  from  herds  containing  suspects. 

77.18  Other  movements. 

77.19  CleaniriK  and  disinfection  of  premises, 

conveyances,  and  materials. 

Subpart  C^-Copive  Cwvids 

77.20  Dsflnltlons. 

77.21  Applicability  of  this  subpart. 

77.22  Accredited-free  States  or  zones. 


TIJS  Interstate  movement  flrom  accredited- 
firee  States  and  zones. 

77.24  Modified  accredited  advanced  States 

or  zones. 

77.25  Interstate  movement  from  modified 
accredited  advanoed  States  and  sones. 

77.26  Modified  accredited  States  or  zones. 

77.27  Interstate  movement  from  modified 
acoreditsd  States  and  nmss. 

77.28  Accreditation  iireparatory  States  or 
zones. 

77.29  biterstate  movement  from  aooreditar 

tlon  preparatory  States  and  zones. 

77.30  Nonaccredited  States  or  zones. 

77.81  Interstate  movement  fixmi  ncmaocrsd- 
ited  States  and  zones. 

77.32  General  restrictions. 

77.33  Testing  procedures  for  tnb«roalo8is  in 
captive  cervids. 

77.34  Official  tuberculosis  tests. 

77.86  Interstate  movement  f^m  accredited 
herds. 

77.36  Interstate  movement  from  qualified 
herds. 

77.87  Interstate  movement  from  monitored 

herds. 

77.38  Interstate  movement  fiom  herds  that 
are  not  accredited,  qnaliiled.  or  mon- 
itored. 

77.39  Other  interstate  movements. 

77.40  Procedures  fCr  and  interstate  move- 
ment to  necropsy  and  .slaughter. 

77.41  Cleaning  and  disinfection  of  premises, 
conveyances,  and  materials. 

Authority:  21  U.S.C.  ill,  ill.  iila,  115-117. 
120.  121.  134b.  and  1341;  7  CFR  2.22.  2.80.  and 

371.4. 

Soukce:  65  FR  63517,  Oct.  23.  2000,  unless 
Otherwise  notod. 

Subpart  A— General  Provisions 

§77.1  Material  inoovponited  by  rsf- 

erenoe. 

Uniform  Methods  and  Rules — Bovine 
Tuberculosis  Eradication.  The  Uniform 
Methods  and  Rnlee— Bovine  Taber- 
cnloals  Eradication  (January  22,  1999, 
edition)  has  been  approved  for  incorpo- 
ration by  reference  into  the  Code  of 
Federal  Regulations  by  the  Director  of 
the  Federal  Register  in  accordance 
with  5  U.S.C.  552(a)  and  1  CFR  part  51. 

(aj  The  procedures  specified  in  the 
Uniform  Methods  and  Roles— Bovine 
Tuberculosis  Eradication  (January  22, 
1999,  edition)  must  be  followed  for  the 
interstate  movement  of  certain  ani- 
mals regmlated  nnder  this  part. 

(b)  Availability.  Copies  of  the  Uniform 
Methods  and  Rules— Bovine  Tuber- 
culosis Eradication: 
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(1)  Are  available  for  inspection  at  the 
Office  of  the  Federal  Register  Library, 
800  North  Capitol  Street  NW.,  Suite 
700,  Washington,  DC; 

(2)  Are  available  for  Inspection  at  the 
APHTS  reading  room,  room  1141,  USDA 
South  Building.  14th  Street  and  Inde- 
pendence Avenue,  SW.,  Washington, 
DO;  or 

(3)  May  be  obtained  fi-om  the  Na- 
tional Animal  Health  Programs,  Vet- 
erinary Services,  APHIS,  4700  River 
Road  Unit  48,  Riverdale,  MD  20737-1231. 

§  77.2  Definitions. 

As  used  in  this  part,  the  following 
terms  shall  liave  the  meanings  set 
forth  in  this  section  except  as  other- 
wise specified. 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  subchapter  J  to  perform 
functions  specified  in  subchapters  B,  C, 
and  D  of  this  chapter. 

Administratnr.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal.  All  speoies  Of  animals  except 
man.  birds,  or  reptiles. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Inspection  Service  of  the  United 
States  Department  of  Agriculture. 

APHIS  representative.  An  individual 
employed  by  APHIS  who  is  authorized 
to  perform  the  function  involved. 

Area  veterinarian  in  charge.  The  vet- 
erinary official  of  APHIS  who  is  as- 
signed by  the  Administrator  to  super- 
vise and  perform  the  official  animal 
health  work  of  AFfflS  in  the  State  con- 
cerned. 

Certificate.  An  official  document 
Issved  hj  an  APHIS  representative,  a 

Stato  ropresentative.  or  an  accredited 
veterinarian  at  the  point  of  origin  of  a 
shipment  of  livestock  to  be  moved 
under  this  part,  which  shows  the  iden- 
tification  tag.  tattoo,  or  registration 
number  or  similar  identification  of 
each  animal  to  be  moved;  the  number, 
breed,  sex,  and  approximate  age  of  the 
animals  covered  by  the  document;  the 
purpose  for  which  the  animals  are  to  be 
moved;  the  date  and  place  of  issuance; 
the  points  of  origin  and  destination; 
the  consignor  and  the  consignee;  and 


which  states  that  the  animal  or  ani- 
mals identified  on  the  certificate  meet 
the  requirements  of  this  part. 

Cooperating  State  and  Federal  animal 
health  officials.  The  State  and  Federal 
animal  health  officials  responsible  for 
overseeing  and  implementing  the  Na- 
tional Cooperative  State/Federal  Bo- 
vine Tabercnlosis  ESradication  Pro- 
gram. 

Depopulate.  To  destroy  all  livestock 
in  a  herd  by  slaughter  or  by  death  oth- 
erwise. 

Designated  tuberculosis  epidemiologist 

(DTE).  A  State  or  Federal  epidemiolo- 
gist designated  by  the  Administrator 
to  make  decisions  concerning  the  use 
and  interpretation  of  diagnostic  teste 
for  tuberculosis  and  the  management 
of  tuberculosis  affected  herds.  A  DTE 
has  the  responsibility  to  determine  the 
scope  of  epidemiologic  investigations, 
determine  the  status  of  animals  and 
herds,  assist  in  the  development  of  in- 
dividual herd  plans,  and  conrdinate  di.s- 
ease  surveillance  and  eradication  pro- 
grams within  the  geographic  area  of 
the  DTE's  responsibility. 

Epidemiologic  investigation.  An  inves- 
tigation that  is  conducted  by  a  State 
in  oonlunctlon  with  APHIS  representa^ 
tives.  in  which  an  official  test  for  tu- 
berculosis is  conducted  on  all  livestock 
in  any  tuberculosis-affected  herd  in  a 
State  or  zone,  all  livestock  in  any  herd 
into  which  livestock  from  the  affected 
herd  have  been  moved,  all  potential  tu- 
berculosis source  herds,  and  all  live- 
stock herds  and  animals  that  are  likely 
to  have  been  exposed  to  the  affected 
herd. 

Herd.  Except  for  livestock  assembled 
at  feedlots,  any  group  of  livestock 
maintained  for'  at  least  4  months  on 
c(Hnm(Mi  ground  for  any  purpose,  or 
two  or  more  groups  of  livestock  under 
common  ownership  or  supervision,  geo- 
graphically  separated  but  that  have  an 
interchange  or  movement  of  livestock 
without  regard  to  health  status,  as  de- 
termined by  the  Administrator. 

Interstate.  From  one  State  into  or 
through  any  other  State. 

Livestock.  Cattle,  bison,  cervlds, 
swine,  dairy  goats,  and  other  hoofed 
animals  (such  as  llamas,  alpacas,  and 
antelope)  raised  or  maintained  in  cap- 
tivity for  the  produotlon  of  meat  and 
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other  products,  for  sport,  or  for  exhi- 
bition, as  well  as  previously  free-rang- 
ing cervids  that  are  captured,  identi- 
fied, and  moved  interstate. 

Moved.  Shipped,  transported,  or  oth- 
erwise moved,  or  delivered  or  received 
for  movement. 

Moved  directly.  Moved  without  stop- 
ping or  unloading  at  livestock  assem- 
bly points  of  any  type.  Livestock  being 
moved  directly  may  be  unloaded  from 
the  means  of  conveyance  while  en 
route  only  with  permission  of  the  State 
animal  health  official  and  only  if  the 
animals  ai^e  isolated  so  that  they  can- 
not mingle  with  any  livestock  other 
than  those  with  which  they  are  being 
shipped. 

Official  eartag.  An  eartag  approved  by 
the  Administrator  as  providing  unique 

identification  for  each  individual  ani- 
mal by  conforming  to  the  alpha-nu- 
meric National  Uniform  Eartagging 
Ssrstem. 

Official  seal.  A  seal  issued  by  a  State 
or  APHIS  representative,  consisting  of 
a  serially  numbered,  metal  or  plastic 
strip,  with  a  self-locking  device  on  one 
end  and  a  slot  on  the  other  end.  which 

formH  a  loop  when  the  ends  are  eng"aged 

and  that  cannot  be  reused  if  opened,  or 
a  serially  numbered,  self-looking  but- 
ton that  can  be  used  for  this  purpose. 

Officially  identified.  Identified  by 
means  of  an  official  eartag  or  by  means 
of  an  Individual  tattoo  or  hot  brand 
that  provides  unique  Identification  for 
each  animal. 

Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  joint  Stock  company,  or 
other  legal  entity. 

Premises  of  origin  identification.  Either 
an  APHIS-approved  eartag  or  tattoo 
bearing  the  premises  of  origin  identi- 
fication code  that  consists  of  the  State 
postal  abbreviation  followed  by  a 
unique  number  or  name  assigned  by  a 
state  or  Federal  animal  health  official 
to  the  premises  on  which  the  animals 
originated  that,  in  the  judgment  of  the 
State  animal  health  ofllclal  or  area 
veterinarian  in  charge,  is 
epidemioloi^ically  distinct  from  other 
premises;  or  a  brand  registered  with  an 
official  brand  registry. 

State.  Any  State,  the  District  of  Co- 
lumbia, Puerto  Rico,  or  any  territory 
of  the  United  States. 


State  aniynnl  health  official.  The  State 
official  responsible  for  livestock  and 
poultry  disease  control  and  eradication 
programs. 

state  representative.  A  veterinarian  or 
other  person  employed  in  livestock 
sanitary  work  of  a  State  or  a  political 
subdivision  of  a  State  and  who  is  au- 
thorized by  such  State  or  political  sub- 
division of  a  State  to  perform  the  func- 
tion involved  under  a  memorandum  of 
understanding  with  APHIS. 

Transportation  document.  Any  docu- 
ment accompanying  the  interstate 
movement  of  livestock,  snbh  as  an 
ownw*s  statement,  manifest,  switch 
order,  or  vehicle  record,  on  which  is 
stated  the  point  from  which  the  ani- 
mals are  moved  Interstate,  the  destina- 
tion of  the  animals,  the  number  of  ani- 
mals covered  by  the  document,  and  the 
name  and  address  of  the  owner  or  ship- 
per. 

Tuberculosis.  The  contagious,  infec- 
tious, and  communicable  disease 
caused  by  Mycobacterium  bovis.  (Also  re- 
ferred to  as  bovine  tuberculosis.) 

Zone.  A  defined  geogrraphic  land  area 
identifiable  by  geolocrical.  political, 
manmade.  or  surveyed  boundaries, 
with  mechanisms  of  disease  spread,  ep- 
idemiological characteristics,  and  the 
ability  to  control  the  movement  of  ani- 
mals across  the  boundaries  of  the  zone 
taken  Into  account. 

[65  FR  63517,  Oct.  23,  2000.  as  amended  at  96 
FR  7502,  Feb.  20, 2002] 

§773  Tnberonlosis   dassificatiops  of 
States  and  aones. 

The  Administrator  shall  classify  each 
state  for  tuberculosis  in  accordance 
with  this  part.  A  zone  comprising  less 
than  an  entire  State  will  be  given  a 
particular  classification  upon  request 
of  the  State  only  if  the  Administrator 
determines  that: 

(a)  The  State  meets  the  requirements 
of  this  part  for  establishment  of  zones; 

(b)  The  State  has  adopted  and  is  en- 
forcing regulations  that  impose  restric- 
tions on  the  Intrastate  movement  of 
cattle,  bison,  and  captive  cervids  that 
are  substantially  the  same  as  those  in 
place  under  this  part  for  the  interstate 
movement  of  cattle,  bison,  and  oMitlve 
cervids;  and 

(c)  The  designation  of  part  of  a  State 
as  a  zone  will  otherwise  be  adequate  to 
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prevent  the  Intentate  spread  of  tuber- 
cnloslB. 

§77«4  Applieatkm  for  and  vetentloik  of 

(a)  A  State  animal  health  official 

may  request  at  any  time  that  the  Ad- 
ministrator designate  pari  of  a  Slate 
as  having  a  different  tuberculosis  clas- 
flUtoatioii  under  this  part  than  the  rest 
of  the  State.  The  requested  zones  must 
be  delineated  by  the  State  animal 
health  authorities,  subject  to  approval 
by  the  Administrator.  The  request 
from  the  State  must  demonstrate  that 
the  State  complies  with  the  following 
requirements: 

(1)  The  State  must  have  the  legal  and 
financial  resources  to  implement  and 
enforce  a  taberonlosis  eradication  inro- 
gram  and  must  have  in  place  an  infra- 
structure, laws,  and  reeulations  that 
require  and  ensure  that  8tate  and  Fed- 
eral animal  health  authorities  are  noti- 
fied of  tnherculosis  cases  In  domestic 
livestock  or  outbreaks  in  wildlife; 

(2)  The  State  in  which  the  intended 
zones  are  located  must  maintain,  in 
each  intended  zone,  clinical  and  epi- 
demiologic surveillance  of  animal  spe- 
cies at  risk  of  tuberculosis  at  a  rate 
that  allows  detection  of  tuberculosis  in 
the  overall  population  of  livestock  at  a 
2  percent  prevalence  rate  with  95  per- 
cent confidence.  The  designated  tuber- 
culosis epidemiologist  must  review  re- 
ports of  all  testing  for  each  zone  within 
the  State  within  30  days  of  the  testing; 
and 

(8)  The  State  must  enter  Into  a 

memorandum  of  understanding  with 
APHIS  in  which  the  State  agrees  to  ad- 
here to  any  conditions  for  zone  rec- 
ognition partlciilar  to  that  request. 

(b)  Retention  of  APHIS  recognition 
of  a  zone  is  subject  to  annual  review  by 
the  Administrator.  To  retain  recogni- 
tion of  a  zone,  a  State  must  continue 
to  comidy  with  the  requirements  of 
paragraphs  (aXD.  (aK2),  and  (aXS)  of 
this  section,  as  well  as  the  require- 
ments for  maintaining  or  improving 
the  tuberculosis  risk  classification  of 
each  sone  in  the  State,  and  must  retain 
for  at  least  2  years  all  certificates  re- 
quired under  this  part  for  the  move- 


ment of  cattle,  bison,  and  captive 
cervids. 

(Approved  by  the  Office  of  ManagemMlt  and 
Budget  under  control  number  0579-4)146) 

Subpart  B— Cattle  and  Bison 

§  77.5  Definitions. 

As  used  in  subpart  B.  ilie  following 
terms  shall  have  the  meanings  set 
forth  in  this  section  except  as  other- 
wise specified. 

Accreditation  preparatory  State  or  zone. 
A  State  or  zone  that  is  or  is  part  of  a 
State  that  has  the  authority  to  enforce 
and  complies  with  the  provisions  of  the 
"Uniform  Methods  and  Rules — Bovine 
Tuberculosis  Eradication"  and  in 
which  tuberculosis  is  prevalent  in  less 
than  0.5  percent  of  the  total  number  of 
herds  of  cattle  and  bison  In  the  State 
or  zone. 

Accredited-free  State  or  zone.  A  State 
or  zone  that  is  or  is  part  of  a  State  that 

has  the  authority  to  enforce  and  com- 
plies with  the  provisions  of  the  "Uni- 
form Methods  and  Rules — ^Bovine  Tu- 
berculosis Bradicatlon."  has  zero  per- 
cent prevalence  of  affected  cattle  and 
bison  herds,  and  has  had  no  findings  of 
tuberculosis  in  any  cattle  or  bison 
lierds  in  tbe  State  or  zone  for  the  pre- 
vious 5  years.  Except  that:  The  require- 
ment of  freedom  from  tuberculosis  in 
herds  is  2  years  from  the  depopulation 
of  the  last  affected  herd  in  States  or 
zones  that  were  previously  accredited 
tree  and  in  which  all  herds  affected 
with  tuberculosis  were  depopulated.  3 
years  in  all  other  States  or  zones  that 
have  depopulated  all  affected  herds, 
and  3  years  in  States  or  zones  that 
have  conducted  surveillance  that  dem- 
onstrates that  other  livestock  herds 
and  wildlife  are  not  at  risk  of  being  in- 
fected with  tuberculosis,  as  determined 
by  the  Administrator  based  on  a  risk 
assessment  conducted  by  APHIS. 

Accredited  herd.  To  establish  or  main- 
tain accredited  herd  status,  the  herd 
owner  must  comply  with  all  of  the  pro- 
visions of  the  "Uniform  Methods  and 
Rules— Bovine  Tuberculosis  Bradl- 
catlon"  retrarding  accredited  herds.  All 
cattle  and  bison  in  a  herd  must  be  free 
from  tuberculosis. 

Affected  herd.  A  herd  in  which  tuber- 
culosis has  been  disclosed  in  any  cattle 
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or  bison  by  an  offic  ial  tuberculin  test 
or  by  post  mortem  examination. 

Approved  feedlot.  A  confined  area  ap- 
proved jointly  by  the  State  animal 

health  official  and  the  Administrator 
for  feeding  cattle  and  bison  for  slaugh- 
ter, with  no  provisions  for  pasturing  or 
gracing. 

Approved  slaughtprinp  estahlishment.  A 
slaughtering  establishment  operating 
under  the  provisions  of  the  Federal 
Meat  Inspection  Act  (21  U.S.O.  601  et 

spq.)  or  a  State-inspected  slaughtering 
estaV)lishment  that  has  inspect  ion  by  a 
State  inspector  at  the  time  ol  slaugh- 
ter. 

Cattle  and  bison  not  knojrn  to  be  af- 
fected. All  cattle  and  bison  except  those 
originating  from  tuberculosis  affected 
herds  or  from  herds  containing  tuber- 
culosis  suspect  cattle  or  bison. 

Department.  The  U.S.  Department  Of 
Agriculture  (USDA). 

Exposed  cattle  and  biion.  Cattle  and 
bison,  except  reactor  cattle  and  bison, 
that  are  part  of  an  affected  herd. 

Feedlot.  A  facility  for  congregating 
finished  fed  cattle  prior  to  their  being 
shipped  to  slaughter. 

Finished  fed  cattle.  Cattle  fattened  on 

a  ration  of  feed  concentrates  to  reach  a 
slaughter  condition  equivalent  to  that 

which  would  be  attained  on  full  feed 
with  a  high  concentrate  grain  ration 
for  90  days. 
Modified  accredited  advanced  State  or 

zone.  A  State  or  zone  that  is  oi-  is  part 
of  a  State  that  has  the  authority  to  en- 
force and  complies  with  the  provisions 
of  the  **Uniform  Methods  and  Rules- 
Bovine  Tuberculosis  Eradication"  and 
in  which  tuberculosis  has  been  preva- 
lent in  less  than  0.01  percent  of  the 
total  number  of  herds  of  cattle  and 
bison  in  the  State  or  zone  for  each  of 
the  most  recent  2  years.  Except  that: 
The  Administrator,  upon  his  or  her  re- 
view, may  allow  a  State  or  sone  with 
fewer  than  30.000  herds  to  have  up  to  3 
affected  herds  for  each  of  the  most  re- 
cent 2  yeais,  depending  on  the  veteri- 
nary infrastructure,  livestock  demo- 
graphics, and  tuberculosi.s  control  and 
eradication  measures  in  the  State  or 
zone. 

Modified  accredited  State  or  gone.  A 

State  or  zone  that  is  or  is  part  of  a 
State  that  has  the  authority  to  enforce 
and  complies  with  the  provisions  of  the 


"Uniform  Methods  and  Rules — Bovine 
Tuberculosis  Eradication"  and  in 
which  tuberculosis  has  been  prevalent 
in  lees  than  0.1  percent  of  the  total 
number  of  herds  of  cattle  and  bison  in 
the  State  or  zone  for  the  most  recent 
year.  Except  that:  The  Administrator, 
upon  his  or  her  review,  may  allow  a 
State  or  zone  with  fewer  than  10,000 
herds  to  have  up  to  10  affected  herds 
for  the  most  recent  year,  depending  on 
the  veterinary  infrastructure,  live- 
stock demographics,  and  tuberculosis 
control  and  eradication  measures  in 
the  State  or  zone. 

Negative  cattle  and  bison.  Cattle  and 
bison  that  are  classified  negative  for 
tuberculosis  in  accordance  with  the 
"Uniform  Methods  and  Rules— Bovine 
Tuberculosis  Eradication."  based  on 
the  results  of  an  official  tuberculin 
test. 

Noncuxredited  State  or  gone.  A  State  or 

zone  that  is  or  is  part  of  a  State  that 
does  not  meet  the  standards  of  the 
"Uniform  Methods  and  Rules — Bovine 
Tuberculosis  Eradication"  or  in  which 
tuberculosis  is  prevalent  in  0.5  percent 
or  more  of  the  total  number  of  herds  of 
cattle  and  bison  in  the  State  or  zone. 

OffixAaX  tvUbeircuUn  test.  Any  test  f6r 
tuberculosis  conducted  on  cattle  or 
bison  in  accordance  with  the  "Uniform 
Methods  and  Rules — ^Bovine  Tuber- 
culosis Eradication." 

Permit.  An  official  document  issued 
for  movement  of  cattle  or  bison  under 
this  part  by  an  APHIS  representative. 
State  representative,  or  an  accredited 
veterinarian  at  the  point  of  origin  of  a 
shipment  of  cattle  or  bison  to  be  moved 
directly  to  slaughter,  that  shows  the 
tuberculosis  status  of  each  animal  (re- 
actor, suspect,  or  exposed),  the  eartag 
number  of  each  animal  and  the  name  of 
the  owner  of  such  animal,  the  estab- 
lishment to  which  the  animals  are  to 
be  moved,  the  purpose  for  which  the 
animals  are  to  be  moved,  and  that  they 
are  eligible  for  such  movement  under 
the  applicable  provisions  of  §§77.17  and 
77.18. 

Qtuirantined  feedlot.  A  confined  area 
under  the  direct  supervision  and  con- 
trol of  a  State  livestock  official  who 
shall  establish  procedures  for  the  ac- 
counting of  all  livestock  entering  or 
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leavinfr  the  area.  The  quarantined  feed- 
lot  shall  be  maintained  for  finish  feed- 
ing of  livestock  in  drylot  with  no  pro- 
vision for  pasturing  and  grazing.  All 
livestock  leaving  such  feedlot  must 
only  move  directly  to  slaughter  in  ac- 
cordance with  established  procedures 
for  handling  quarantined  livestock. 

Reactm  cattle  and  bison.  Cattle  and 
bison  that  are  classified  as  reactors  for 
tuberculosis  in  accordance  with  the 
"Uniform  Methods  and  Rules— Bovine 
Ta1)ercQl08i8  Bradication." 

Svftpecf  cattle  and  bison.  Cattle  and 
bison  that  are  classified  as  suspects  for 
tuberculosis  m  accordance  with  the 
"Unifonn  Methods  and  Rules— Bovine 
Tuberculosis  Eradication." 

Uniform  Methods  and  Rules — Bovine 
Tuberculosis  Eradication.  Uniform  meth- 
ods and  rales  for  eradicating  bovine  tu- 
berculosis  in  the  United  States,  ap- 
proved by  APHIS  on  January  22.  1999. 
which  is  incorporated  by  reference  at 
177.1. 

Whole  herd  test.  An  official  tuberculin 
test  of  all  cattle  and  bison  in  a  herd 
that  are  12  mouths  of  age  or  older,  and 
of  all  cattle  and  bison  in  the  herd  that 
are  less  than  12  months  of  age  and  were 
not  bom  into  the  herd,  except  those 
cattle  and  bison  that  are  less  than  12 
montiis  of  age  and  were  bom  In  and 
originated  from  an  accredited  herd. 

Zero  percent  prevalence.  No  finding  of 
tuberculosis  in  any  cattle,  bison,  or 
goat  herd  in  a  State  or  eone. 

§  77.6   Applicability  of  this  subpart. 

All  references  in  this  subpart  to  the 
tuberculosis  status  of  States  and  zones 
pertain  to  snob  status  for  cattle  and 
bison  only. 

177.7  Aeoredited-ftwe  States  or  sonec 

(a)  The  following  are  acoredited-finee 

States:  Alabama,  .■\laska.  Arizona,  Ar- 
kansas. California,  Colorado.  Con- 
necticut, Delaware,  Florida,  Georgia, 
Hawaii,  Idaho,  Illinois,  Indiana,  Iowa, 
Kansas,  Kentucky.  Louisiana.  Maine. 
Mai'yland.  Massachusetts,  Minnesota, 
Mississippi,  Missouri,  Montana,  Ne- 
braska, Nevada,  Mew  Hampshire,  New 
Jersey,  New  Mexico.  New  York,  North 
Carolina.  North  Dakota,  Ohio.  Okla- 
homa, Oregon,  Pennsylvania,  Puerto 
Rico,  Rhode  Island,  South  C^urolina, 
South    Dakota,    Tennessee,  Utah. 


Vermont,  Virginia,  the  Virgin  Islands 
of  the  United  States,  Washington.  West 
Virginia,  Wisconsin,  and  Wyoming. 

(b)  The  following  are  accredited-ftee 
zones:  None. 

(c)  If  an  affected  herd  is  detected  in  a 
State  or  zone  classified  as  accredited- 
free,  and  the  herd  is  depopulated  and 
an  epidemiologic  Investigation  Is  com- 
pleted within  90  days  of  the  detection 
of  the  affected  herd  with  no  evidence  of 
the  spread  of  tuberculosis,  the  State  or 
zone  may  retain  its  accredlted-ftee  sta^ 
tus.  If  two  or  more  affected  herds  are 
detected  in  an  accredited-free  State  or 
zone  within  a  48-month  period,  the 
State  or  zone  will  be  removed  from  the 
list  of  accredited-ftee  States  or  zones 
and  will  be  reclassified  as  modified  ac- 
credited advanced. 

(d)  If  any  livestock  other  than  cattle 
or  bison  are  included  in  a  newly  assem- 
bled herd  on  a  premises  where  a  tuber- 
culous herd  has  been  depopulated,  the 
State  or  zone  must  apply  the  herd  test 
requirements  conliained  in  the  "Uni- 
form Methods  and  Rules — Bovine  Tu- 
berculosis Eradication"  (January  22, 
1999,  edition),  which  is  incorporated  by 
reference  at  177.1,  to  those  other  live- 
stock in  the  same  manner  as  to  cattle 
and  bison.  Failure  to  do  so  will  result 
In  reclassification  of  the  State  or  zone 
as  modified  accredited  advanced. 

(e)  If  tuberculosis  is  diagnosed  within 
an  accredited-free  State  or  zone  in  an 
animal  not  specifically  regulated  by 
this  part  and  a  risk  assessment  con- 
ducted by  APHIS  determines  that  the 
outbreak  poses  a  tuberculosi.s  risk  to 
livestock  within  the  State  or  zone,  the 
State  or  zone  must  implement  a  tuber- 
culosis  management  plan,  approved 
jointly  by  the  State  animal  health  offi- 
cial and  the  Administrator,  within  6 

months  of  the  diagnosis.  The  manage- 

inent  plan  must  include  provisions  for 
imniciiiate  Investigration  of  tuber- 
culosis in  animals  held  for  exhibition 
and  in  livestock  and  wildlife;  the  pre- 
vention of  the  spread  of  the  disease  to 
other  animals  held  for  exhibition  and 
to  livestock  and  wildlife;  increased  sur- 
veillance for  tuberculosis  in  animals 
held  for  exhibition  and  wildlife:  eradi- 
cation of  tuberculosis  from  individual 
herds;  a  timeline  for  tuberculosis 
eradication;  and  performance  standards 
by  which  to  measure  yearly  progress 
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toward  eradication.  If  a  State  or  zone 
does  not  implement  such  a  plan  within 
the  required  6  months,  the  State  or 
Bone  will  lose  Its  aocredlted-free  status 
and  will  be  reclassified  as  modified  ac- 
credited advanced. 

(f)  Accredited-free  State  or  zone  sta- 
tus must  be  renewed  annually.  To  qual- 
ify for  renewal  of  accredited-free  State 
or  zone  status,  a  State  must  submit  an 
annual  report  to  APHIS  certifying  that 
the  State  or  lone  within  the  State 
complies  with  the  provisions  of  the 
"Uniform  Metliotis  and  Rules— Bovine 
Tuberculosis  Eradication."  The  report 
must  be  submitted  to  APHIS  each  year 
between  October  1  and  November  30. 

(Approved  by  the  Offi<  cif  Maiumernent  and 
Budget  under  control  number  0579-0146) 

L65  FR^17.  Oct.  23.  2000.  as  amended  at  65 
7M86.  Nov.  22,  2000;  67  FR  38814.  June  6, 
2002] 

977^  Inlentaito  Movanent  ftmn  ae- 
wedlted^rM  Stales  and  aones. 

Cattle  or  bison  that  orig'inate  in  an 
accredited-free  State  or  zone  may  be 
moved  interstate  without  restriction. 

S77.8   Modifled    accredited  advMMed 

States  or  zones. 

(a)  The  following  are  modified  ac- 
credited advanced  States:  Texas. 

(b)  The  followinsr  are  modified  ac- 
credited advanced  zones;  None. 

(c)  If  any  livestock  other  than  cattle 
or  bison  are  included  In  a  newly  assem- 
bled herd  on  a  premises  where  a  tuber- 
culous herd  has  been  depopulated,  the 
State  or  zone  must  apply  the  herd  test 
requirements  contained  in  the  t  in 
form  Methods  and  Rules — Bovine  Tu- 
berculosis Eradication"  (January  22, 
ifiOO),  wbieh  is  incorporated  by  ref- 
erence at  §77.1.  for  such  newly  assem- 
bled herds  to  those  other  livestock  in 
the  same  manner  as  to  cattle  and 
bison.  Failure  to  do  so  will  result  in 
the  removal  of  the  State  or  zone  from 
the  list  of  modified  accredited  ad 
vanced  States  or  zones  and  its  being  re- 
classified as  modified  accredited. 

(d)  If  tuberculosis  is  diagnosed  within 
a  modified  accredited  advanced  State 
or  zone  in  an  animal  not  specifically 
regulated  by  this  part  and  a  risk  as- 
sessment conducted  by  APHIS  deter- 
mines that  the  outbreak  poses  a  tuber- 
culosis risk  to  livestock  within  the 


State  or  zone,  the  State  or  zone  must 
implement  a  tuberculosis  management 
plan,  approved  jointly  by  the  State  ani- 
mal health  Qflleial  and  the  Adminis- 
trator, within  6  months  of  the  diag- 
nosis. The  management  plan  must  in- 
clude provisions  for  immediate  inves- 
tigation of  tuberculosis  in  animals  held 
for  exhibition  and  in  livestock  and 
wildlife;  the  prevention  of  the  spread  of 
the  disease  to  other  animals  held  for 
exliibition  and  to  livestock  and  wild- 
life; increased  surveillanoe  for  tuber- 
culosis in  animals  held  for  exhibition 
and  wildlife;  eradication  of  tuber- 
culosis from  individual  herds;  a 
timeline  for  tuberculosis  eradication; 
and  performance  standards  by  whiOh  to 
measure  yearly  progress  toward  eradi- 
cation. If  a  State  or  zone  does  not  im- 
plement such  a  plan  within  the  re- 
quired 6  months,  the  State  or  sone  will 
be  reclassified  as  modified  accredited. 

(e)  Modified  accredited  advanced 
State  or  zone  status  must  be  renewed 
annually.  To  qualify  for  renewal  of  a 
modified  accredited  advanced  State  or 
zone  status,  a  State  must  submit  an 
annual  report  to  APHIS  certifying  that 
the  State  or  sone  comiflies  with  the 
provisions  of  the  "Uniform  Methods 
and  Rules—Bovine  Tuberculosis  Eradi- 
cation/' The  report  must  be  submitted 
to  APHTS  eaoh  year  between  October  1 
and  November  80. 

(f)  To  qualify  for  accredited-free  sta- 
tus, a  modified  accredited  advanced 
State  or  zone  must  demonstrate  to  the 
Administrator  that  it  complies  with 
the  provisions  of  the  "Uniform  Meth- 
ods and  Rules — Bovine  Tuberculosis 
Eradication,"  has  zero  percent  preva- 
lence Of  affected  cattle  and  bison  herds, 
and  has  had  no  findings  of  tuberculosis 
in  any  cattle  or  bison  In  the  State  or 
zone  for  the  previous  5  years.  Except 
that:  The  requirement  of  fteedom  from 
tuberculosis  is  2  years  from  the  de- 
population of  the  last  affected  herd  in 
States  or  zones  that  were  previously 
accredited  tree  and  in  which  all  herds 
affected  with  tuberculosis  were  depopu- 
lated. 3  years  in  all  other  States  or 
zones  that  have  depopulated  ail  af- 
fected herds,  and  3  years  in  States  or 
zones  that  have  conducted  surveillance 
that  demonstrates  that  other  livestock 
herds  and  wildlife  are  not  at  risk  of 
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being  infected  with  tuberculosis,  as  de- 
termined by  the  Administrator  based 
on  a  risk  assessment  conducted  by 
APHIS. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0146) 

[65  FR  63517.  Oct.  23.  2000,  as  amended  at  65 
FR  70286,  Nov.  22.  2000;  67  FR  38044.  June  6. 

20021 

§77.10   Interstate      movement  from 
modified      accredited  advanced 


Cattle  or  bison  that  originate  In  a 
modified  accredited  advanced  State  or 
zone,  and  that  are  not  known  to  be  in- 
fected with  or  exposed  to  tuberculosis, 
may  be  moved  interstate  only  under 
one  of  the  following  conditions: 

(a)  The  cattle  or  bison  are  moved  di- 
rectly to  slauffliter  at  an  approved 
slaughtering  establishment. 

(b)  The  cattle  or  bison  are  spxu ally- 
intact  heifers  moved  to  an  approved 
feedlot,  or  are  steers  or  spayed  heifers; 
and  are  either  o£fl(^ally  identified  or 
identified  by  premises  of  origin  identi- 
fication. 

(0)  The  cattle  or  bison  are  from  an 

accredited  herd  and  are  act-ompanled 
by  a  certificate  stating  that  the  ac- 
credited herd  completed  the  testing 
necessary  for  accredited  status  with 
negative  results  within  1  year  prior  to 
the  date  of  movement. 

Cd;  The  cattle  or  bison  are  sexually 
intact  animals;  are  not  ftom  an  accred- 
ited  herd;  are  officially  identified:  and 
are  accompanied  by  a  certificate  stat- 
ing that  they  were  negative  to  an  offi- 
cial tuberculin  test  conducted  ?rithin 
60  days  prior  to  the  date  of  movement. 

(Approved  by  the  Office  of  Management  and 
Budigret  under  control  number  057^146) 

§77.11  Modified  aooredltod  States  or 

zones. 

(a)  The  following  are  modified  ac- 
credited States:  Michigan. 

(b)  The  following  are  modified  ac- 
credited zones:  None. 

(c)  If  any  livestock  other  than  cattle 
or  bison  are  included  in  a  newly  assem- 
bled herd  on  a  premises  where  a  tuber- 
culous herd  has  been  depopulated,  the 
State  or  zone  must  apply  the  herd  test 
requirements  contained  in  the  "Uni- 
form Methods  and  Rules — Bovine  Tu- 
berculosis Eradication"  (January  22. 


1999,  edition),  which  is  incorporated  by 
reference  at  §77.1.  for  such  newly  as- 
sembled herds  to  those  other  livestock 
in  the  same  manner  as  to  cattle  and 
bison.  Failure  to  do  so  will  result  in 

the  removal  of  the  State  or  zone  from 
the  list  of  modified  accredited  States 
or  zones  and  its  being  reclassified  as 
accreditation  preparatory. 

(d)  If  tuberculosis  is  diagnosed  within 
a  modified  accredited  State  or  zone  in 
an  animal  not  specifically  regulated  by 
this  part  and  a  risk  assessment  con> 
ducted  by  APHIS  determines  that  the 
outbreak  poses  a  tuberculosis  risk  to 
livestock  within  the  State  or  zone,  the 
State  or  zone  must  implement  a  tuber- 
culosis manai^ement  plan,  approved 
jointly  by  the  State  animal  health  offi- 
cial and  the  Administrator,  within  6 
months  of  the  diagno^  The  manage- 
ment plan  must  include  provisions  for 
immediate  investigation  of  tuber- 
culosis in  animals  held  for  exhibition 
and  In  livestock  and  wildlife;  the  pre- 
vention of  the  spread  of  the  disease  tO 
other  animals  held  for  exhibition  and 
to  livestock  and  wildlife;  increased  sur- 
yeillance  for  tuberculosis  in  animals 
held  for  exhibition  and  wildlife;  eradi- 
cation of  tuberculosis  from  individual 
herds;  a  timeline  for  tuberculosis 
eradication;  and  performance  standards 
by  which  to  measure  yearly  inrogress 
toward  eradication.  If  a  State  or  zone 
does  not  implement  such  a  plan  within 
the  required  6  months,  the  State  or 
zone  will  be  reclassified  as  accredita- 
tion preparatory. 

(e)  Modified  accredited  State  or  zone 
status  must  be  renewed  annually.  To 
qualify  for  renewal  of  a  modified  ac- 
credited State  or  zone  status,  a  State 
must  submit  an  annual  report  to 
APHIS  certifying  that  the  State  or 
zone  complies  with  the  provisions  of 
the  "Uniform  Methods  and  Rules — Bo- 
vine Tuberculosis  Eradication."  The 
report  must  be  submitted  to  APHIS 
each  year  between  October  1  and  No- 
vember 30. 

(f)  To  qualify  for  modified  accredited 
advanced  status,  a  modified  accredited 
State  or  zone  must  demonstrate  to  the 
Administrator  that  it  complies  with 
the  provisions  of  the  "Uniform  Meth- 
ods and  Rules— Bovine  Tuberculosis 
Eradication"  and  that  tuberculosis  has 
been  prevalent  1^  less  than  0.01  percent 
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of  the  total  number  of  herds  of  cattle 
and  bison  in  the  State  or  zone  for  the 
most  recent  2  years.  Except  that:  The 
Administrator,  upon  his  or  her  review, 

may  allow  a  State  or  zone  with  fewer 
than  30,000  herds  to  have  up  to  3  af- 
fected herds  for  each  of  the  most  recent 
2  yean,  depending  on  the  veterinary 

Infrastructure,  livestock  demo- 
graphics, and  tuberculosis  control  and 
eradication  measures  in  the  State  or 
zone. 

(Approved  by  the  Ottice  of  Management  and 
Budget  under  control  numbw  067{M)146) 

[65  FR  63617.  Oct.  23. 2000;  66  FR  64479.  Oct.  27. 

2000] 

§77.U  biterstatc      movement  from 
modified    accredited    States  toad 

Cattle  or  tvlson  that  originate  In  a 

modified  accredited  State  or  zone,  and 
that  are  not  known  to  be  infected  with 
or  exposed  to  tuberculosis,  may  be 
moved  Interatate  only  under  one  of  the 
following-  conditions: 

(a)  The  cattle  or  bison  are  moved  di- 
rectly to  slaughter  at  an  approved 
slaughtering  establishment. 

(b)  The  cattle  or  bison  are  sexually 
intact  heifers  moved  to  an  approved 
feedlot,  or  are  steers  or  spayed  heifers; 
are  either  officially  identified  or  id&Or 
tified  by  premises  of  origin  identifica- 
tion; and  are  accompanied  by  a  certifi- 
cate stating  that  l^ey  were  classified 
negative  to  an  official  tuberculin  test 
conducted  within  GO  days  prior  to  the 
date  of  movement. 

(c)  The  cattle  or  bison  are  from,  an 
accredited  herd  and  are  accompanied 
by  a  certificate  stating  that  the  ac- 
credited herd  completed  the  testing 
necessary  for  accredited  status  with 
negative  results  within  1  year  prior  to 
the  date  of  movement. 

(dj  The  cattle  or  bison  are  sexually 
intact  animals;  are  not  from  em  accred- 
ited herd;  are  officially  identified;  and 
are  accompanied  by  a  certificate  stat- 
ing that  the  herd  from  which  they 
originated  was  n^ative  to  a  whole 
herd  test  conducted  within  1  year  prior 
to  the  date  of  movement  and  that  the 
individual  animals  to  be  moved  were 
negative  to  an  additional  official  ta- 
berculin  test  conducted  within  60  days 
prior  to  the  date  of  movement,  except 
that  the  additional  test  is  not  required 


if  the  animals  are  moved  interstate 
within  6  months  following  the  whole 

herd  test. 

(Approved  by  the  Office  of  Management  and 
Budget  under  oontrol  number  0879-0146) 

i  77.18^^  Accreditation  preparatory 

(a)  The  following  are  accreditation 

preparatory  States:  None. 

fb)  The  following  are  accreditation 
preparatory  zones:  None. 

(c)  If  any  livestock  otiier  than  cattle 
or  bison  are  included  in  a  newly  assem- 
bled herd  on  a  premises  where  a  tuber- 
culous herd  has  been  depopulated,  the 
State  or  sone  mnst  apiAy  the  herd  teat 
requirements  contained  in  the  "Uni- 
form Methods  and  Rules — Bovine  Tu- 
berculosis Eradication"  (January  22, 
1960  edition),  which  is  incorporated  by 
reference  at  §77.1.  for  such  newly  as- 
sembled herds  to  those  other  livestock 
in  the  same  manner  as  to  cattle  and 
bison.  Failure  to  do  so  will  reanlt  in 
the  removal  of  the  State  or  zone  from 
the  list  of  accreditation  preparatory 
States  or  zones  and  its  being  reclassi- 
fied as  nonaocredited. 

(d  )  Tf  tuberculo.sis  is  dingrnosed  within 

an  accreditation  preparatory  State  or 
aone  in  an  animal  not  specifically  regu- 
lated by  this  part  and  a  risk  assess- 
ment conducted  by  APHIS  determines 
that  the  outbreak  poses  a  tuberculosis 
risk  to  livestock  within  the  State  or 
zone,  the  State  or  zone  mnst  imple- 
ment a  tuberculosis  management  plan, 
approved  jointly  by  the  State  animal 
health  official  and  the  Administrator, 
within  6  months  of  the  diagnosis.  The 
management  plan  must  include  provi- 
sions for  immediate  investigation  of 
tnbercnlosiB  in  animals  held  for  exhi- 
bition and  in  livestock  and  wildlife; 
prevention  of  the  spread  of  the  disease 
to  other  animals  held  for  exhibition 
and  to  livestock  and  wildlife;  increased 
surveillance  for  tuberculosis  in  ani- 
mals  held  for  exhibition  and  wildlife; 
eradication  of  tuberculosis  from  indi- 
vldnal  herds;  a  timeline  for  tnber- 
culosis  eradication:  and  perforanaBoe 
standards  by  which  to  measure  yearly 
progress  toward  eradication.  If  a  State 
or  sone  does  not  implement  such  a  plan 
within  the  required  6  months,  the 
State  or  zone  will  be  reclassified  as 
nonaocredited. 
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(e)  Accreditation  preparatory  State 
or  zone  status  must  be  renewed  annu- 
ally. To  qualify  for  renewal  of  accredi- 
tation preparatory  State  or  zone  sta- 
tus, a  State  must  submit  an  annual  re- 
port to  APHIS  certifying:  that  the 
State  or  zone  complies  with  the  provi- 
sions of  tiie  **Unlform  Methods  and 
Rules — Bovine  Tuberculosis  Eradi- 
cation." The  report  must  be  submitted 
to  APHIS  each  year  between  October  1 
and  Noyem1)er  90. 

(f)  To  qualify  for  modified  accredited 
status,  an  accreditation  preparatory 
State  or  zone  must  demonstrate  to  the 
Administrator  tdiat  it  complies  with 
the  provisions  of  the  "Uniform  Meth- 
ods and  Rules — Bovine  Tuberculosis 
Eradication"  and  that  tuberculosis  has 
been  prevalent  in  less  than  0.1  percent 
of  the  total  number  of  herds  of  cattle 
and  bison  in  the  State  or  zone  for  the 
most  recent  year.  Except  that:  The  Ad- 
ministrator, upon  his  or  her  review, 
may  allow  a  State  or  zone  with  fewer 
than  10,000  herds  to  have  up  to  10  af- 
fected herds  for  the  most  recent  year, 
depending  on  the  veterinary  Infirastrac- 
ture,  livestock  demographics,  and  tu- 
berculosis control  and  eradication 
measures  in  the  State  or  zone. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0879-0146) 

S  77.14  Interatatc  movement  from  ac- 


Cattle  or  bison  that  orig-inate  in  an 
accreditation  preparatory  State  or 
zone,  and  that  are  not  known  to  be  in- 
fected with  or  exposed  to  tuberculosis, 
may  be  moved  interstate  only  under 
one  of  the  following  conditions: 

(a)  The  cattle  or  bison  are  moved  di- 
rectly to  slaugrhtmr  at  an  apvroved 
slaughtering  establishment. 

(b)  The  cattle  or  bison  are  sexually 
intact  heifers  moved  to  an  approved 
fisedlot.  or  are  steers  or  spayed  heifers; 
are  officially  identified  or  identified  by 
a  premises  of  origin  identification;  and 
are  accompanied  by  a  certificate  stat- 
ing that  the  herd  from  which  they 
originated  was  nesrative  to  a  whole 
herd  test  conducted  within  1  year  prior 
to  the  date  of  movement  and  that  the 
individual  luimals  to  be  moved  were 
negative  to  an  additional  official  tu- 
berculin test  conducted  within  60  days 


§77.16 

prior  to  the  date  of  movement,  except 
that  the  additional  test  is  not  required 
if  the  animals  are  moved  interstate 
within  6  months  following  the  whole 
herd  test. 

(c)  The  cattle  or  bison  are  from  an 
accredited  herd;  are  officially  identi- 
fied; and  are  accompanied  by  a  certifi- 
cate stating  that  the  accredited  herd 
completed  the  testlns?  necessary  for  ac- 
credited status  with  negative  results 
within  1  year  prior  to  the  date  of  move- 
ment  and  that  the  animals  to  bo  moved 
were  negative  to  an  official  tuberculin 
test  conducted  within  60  days  prior  to 
the  date  of  movement. 

(d)  The  cattle  or  bison  are  sexually 
intact  animals;  are  not  from  an  accred- 
ited herd;  are  officially  identified;  and 
are  accompuiied  by  a  certificate  stat- 
ing- that  the  herd  from  which  they 
originated  was  negative  to  a  whole 
herd  test  conducted  within  1  year  prior 
to  the  date  of  movement  and  that  the 
individual  animals  to  be  moved  were 
negative  to  two  additional  official  tu- 
berculin tests  conducted  at  least  60 
days  apart  and  no  more  than  6  months 
apart,  with  the  second  test  conducted 
within  60  days  prior  to  the  date  of 
movement,  except  that  the  second  ad- 
ditional test  is  not  required  if  the  ani- 
mals are  moved  interstate  within  6 
months  following  the  whole  herd  test. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0146) 

§  77.15   NoBBCcredited  States  or  zones. 

(a)  The  following  are  nonaccredited 
States:  None. 

(b)  The  following  are  nonaccredited 
zones:  None. 

(c)  To  qualify  for  accreditation  pre- 
paratory status,  a  nonaccredited  State 
or  seme  must  demonstrate  to  the  Ad- 
ministrator that  it  complies  with  the 
X)ro visions  of  the  'Uniform  Methods 
and  Rules — Bovine  Tabezonlosle  Eradi- 
cation" and  that  tubmroulosis  is  preva- 
lent in  less  than  0.5  percent  of  the  total 
number  of  herds  of  cattle  and  bison  in 
the  State  or  zone. 

§  77.16  lateratate  movement  from  bob- 
•oeredlted  States  aaMS. 

Cattle  or  bison  that  originate  in  a 

nonaccredited  State  or  zone,  and  that 
are  not  known  to  be  infected  with  or 
exposed  to  tuberculosis,  may  be  moved 
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Interstate  only  if  the  cattle  or  bison 
are  accompanied  by  VS  Form  1  27  and 
are  moved  interstate  for  slaughter  in 
an  ofCloiaUy  sealed  means  of  oonvey- 
ance  directly  to  an  amnroved  slaugh- 
tering establishment. 

177.17  bitentate  novement  of  eatde 

and  bison  that  are  exposed,  reac- 
tors, or  suspects,  or  from  herds  com- 
taliMng  suspeets. 

(a)  Reactor  cattle  and  bison.  Cattle  or 
bison  that  have  been  classiiled  as  reac- 
tor cattle  or  bison  may  be  moved  inter- 
state only  if  they  are  moved  directly  to 
slaughter  at  an  approved  slaughtering 
establishment  and  only  in  accordance 
with  the  following  conditions: 

(1)  Reactor  cattle  and  bison  must  be 
individually  identified  by  attaching  to 
Uie  left  ear  an  approved  metal  earta^ 
bearing  a  serial  number  and  the  in- 
scription "U.S.  Reactor.'"  or  a  f»iTn11l\r 
State  reactor  tag.  and  must  be: 

(1)  Branded  with  the  letter  "T,"  at 
least  5  by  5  centimeters  (2  by  2  inches) 
in  size,  high  on  the  left  hip  near  the 
tailhead;  or 

(ii)  Permanently  identified  with  the 
letters  **TB**  tattooed  legibly  in  the 
left  ear  and  sprayed  with  yellow  paint 
on  the  left  ear  and  either  accompanied 
directly  to  slaughter  by  an  APHIS  or 
State  representative  or  moved  directly 
to  slaughter  in  vehicles  closed  with  of- 
ficial seals.  Such  official  seals  must  be 
applied  and  removed  by  an  APHIS  rep- 
resentative. State  representative,  ac- 
credited veterinarian,  or  an  individual 
authorized  for  this  purpose  by  an 
APHIS  representative. 

(2)  The  reactor  cattle  or  bison  must 
be  accompanied  by  a  permit;  and 

(3)  The  reactor  cattle  or  bison  may 
not  be  moved  interstate  in  a  means  of 
conveyance  containing  any  animals 
susceptible  to  tuberculosis  unl^  aU  of 
the  animals  are  being  moved  directly 
to  slaughter:  and 

(4)  Any  person  who  moves  reactor 
cattle  or  bison  interstate  under  this 
paragraph  must  plainly  write  or  stamp 
upon  the  face  of  the  transportation 
document  the  words  "Tuberculin  Reac- 
tor** and  the  following  statement: 
"This  convesranoe  must  be  cleaned  and 
disinfected  in  accordance  with  9  CFR 
77.17(aX5).";  and 


(5)  Each  means  of  conveyance  In 
which  reactor  cattle  or  bison  have  been 
transported  interstate  under  tiiis  para- 
graph must  be  cleaned  and  disinfected 
by  the  carrier,  in  accordance  with  the 
provisions  of  §§71.6.  71.7.  and  71.10  of 
this  subchapter,  under  the  supervision 
of  an  APHIS  representative  or  State 
representatiye  or  an  accredited  veteri- 
narian or  other  person  designated  by 
the  Administrator.  If,  at  the  point 
where  the  cattle  or  bison  are  unloaded, 
such  supervision  or  proper  cleaning  and 
disinfecting-  facilities  are  not  available, 
and  permission  is  obtained  from  an 
APHIS  representative  or  State  rep- 
resentative, the  empty  means  of  con- 
veyance may  be  moved  to  a  location 
where  such  supervision  and  facilities 
are  available  for  cleaning  and  dis- 
infecting. Permission  will  be  granted  if 
such  movement  does  not  present  a  llsk 
of  disseminating  tuberculosis. 

(b)  Exposed  cattle  and  bison.  Elzcept 
for  the  movement  of  exposed  cattle  to 
a  quarantined  feedlot  in  accordance 
with  §50.16  of  this  chapter,  exposed  cat- 
tle or  bison  may  be  moved  interstate 
only  if  they  are  moved  directly  to 

slaug^hter  to  an  approved  slaufrhterinfi: 
establishment  and  only  in  accordance 
with  the  following  conditions: 

(1)  Exposed  cattle  and  bison  must  be 
individually  identified  by  attaching  to 
either  ear  an  approved  metal  eartag 
bearing  a  serial  number  and  must  be: 

(1)  Branded  with  the  letter  "S,"  at 
least  5  by  5  centimeters  (2  by  2  inches) 
in  size,  high  on  the  left  hip  near  the 
tailhead;  or 

(ii)  Accompanied  directly  to  slaugh- 
ter by  an  APHIS  or  State  representi^ 
tive;  or 

(ill)  Moved  directly  to  slaughter  in 

vehicles  closed  with  official  seals.  Such 
official  seals  must  be  applied  and  re- 
moved by  an  APHIS  representative. 
State  representative,  accredited  veteri- 
narian, or  an  individual  authorized  for 
this  purpose  by  an  APHIS  representa- 
tive. 

(2)  The  exposed  cattle  and  bison  must 

be  moved  in  accordance  with  para- 
graphs (a)(2),  (aK3),  and  (aK5)  of  this 
section. 

(c)  Suspect  catOe  and  Mson.  Suspect 
cattle  or  bison  from  herds  In  which  no 

reactor  cattle  or  bison  have  been  dis- 
closed on  an  official  tuberculin  test,  as 
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well  as  negative  cattle  or  bison  from 
such  herds,  may  be  moved  Interstate 
only  if  they  are  moved  directly  to 
slaughter  to  an  approved  elaughteiliig 
eBtabliBbmeiit. 

(Apinroved  by  the  Office  of  Idanagement  and 
Budget  under  control  number  0679-0061) 

§77.18  Othor movements. 

The  Administrator  may,  with  the 

concurrence  of  the  State  animal  health 
official  of  the  State  of  destination, 
upon  request  in  specific  cases,  allow 
the  Interstate  movement  of  cattle  or 
bison  not  o^erwlse  provided  for  in  this 
part  that  have  not  been  classified  as  re- 
actor cattle  or  bison  and  are  not  other- 
wise known  to  be  affected  with  tuber- 
culosis, under  such  conditions  as  the 
Administrator  may  prescribe  in  each 
Specific  case  to  prevent  the  spread  of 
tnbercnlosis.  The  Administrator  shall 
promptly  notify  the  appropriate  State 
animal  health  official  of  the  State  of 
destination  of  any  such  action. 

177.19  Cleaning  and  disinfection  of 
premises,  conveyances,  and  mate- 
rials. 

All    conveyances    and  associated 

equipmeint,  premises,  and  structures 
that  are  used  for  receiving-,  holding, 
shipping,  loading,  unloading,  and  deliv- 
ering cattle  or  bison  in  connection 
with  their  interstate  movement  and 
that  are  determined  by  cooperating 
State  and  Federal  animal  health  offi- 
cials to  be  contaminated  because  of  oc- 
cupation or  use  by  tuberculous  or  reac- 
tor livestock  must  be  cleaned  and  dis- 
infected under  the  supervision  of  the 
oooperattng  State  or  Federal  animal 
health  oCtlcials.  Such  cleaning  and  dis- 
infecting- must  be  done  in  accordance 
with  procedures  approved  by  the  co- 
operating State  or  Federal  animal 
health  officials.  Cleanintr  and  disinfec- 
tion must  be  completed  before  the 
premises,  conveyances,  or  materials 
may  again  be  used  to  convey,  hold,  or 
in  any  way  come  in  contact  with  any 
livestock. 

Subpart  C~Captlve  Cervids 

ft  77.20  Definitions. 

As  used  in  subpart  C.  the  following 
terms  shall  have  the  meanings  set 


forth  in  this  section  except  as  other- 
wise specified. 

Accreditation  preparatory  State  or  zone. 
A  State  or  zone  that  is  or  Is  part  of  a 
State  that  has  the  authority  to  enforce 
and  complies  with  the  provisions  of  the 
* 'Uniform  Methods  and  Rules— Bovine 
Tuberculosis  Eradication'*  and  in 
which  tuberculosis  is  prevalent  in  less 
than  0.5  percent  of  the  total  number  of 
herds  of  captive  cervids  in  the  State  or 
zone. 

Accredited  herd.  A  herd  of  captive 
cervids  that  has  tested  negative  to  at 
least  three  consecutive  official  tuber- 
culosis tests  of  all  eligible  captive 
cervids  in  accordance  with  §  77.33(f)  and 
that  meets  the  standards  set  forth  in 
§77.35.  The  tests  must  be  conducted  at 
9-15  month  intervals. 

Accredited- free  State  or  zone.  A  State 
or  zone  that  is  or  is  part  of  a  State  that 
has  the  authority  to  enforce  and  com- 
plies with  the  provisions  of  the  "Uni- 
form Methods  and  Rules— Bovine  Tu- 
berculosis Eradication."  has  zero  per- 
cent prevalence  of  affected  captive 
cervid  herds,  and  has  had  no  findings  of 
tuberculosis  in  any  captive  cervid 
herds  in  the  State  or  zone  for  the  pre- 
vious 5  years.  Except  that:  The  require- 
ment of  freedom  from  tuberculosis  in 
herds  is  2  years  from  the  depopulation 
of  the  last  affected  herd  in  States  or 
zones  that  were  previously  accredited 
free  and  in  which  all  herds  affected 
with  tuberculosis  were  depopulated,  3 
years  in  all  other  States  or  zones  that 
have  depopulated  all  affected  herds, 
and  3  years  in  States  or  zones  that 
have  conducted  surveillance  that  dem- 
onstrates that  other  livestock  herds 
and  wildlife  are  not  at  risk  of  being  in- 
fected with  tuberculosis,  as  determined 
by  the  Administrator  based  on  a  risk 
assessment  conducted  by  APHIS. 

Affected  herd.  A  herd  of  captive 
cervids  that  contains  or  that  has  con- 
tained one  or  more  captive  cervids  in- 
fected with  Mycobacterium  hnvis  (deter- 
mined by  bacterial  isolation  of  M. 
bovis)  and  that  has  not  tested  negative 
to  the  three  whole  herd  tests  as  pre- 
scribed in  §  77.39(d)  of  this  part. 

Blood  tuberculosis  (BTB)  test.  A  sup- 
plemental test  for  tuberouloslB  in 
cervids. 

Captive  cervid.  All  species  of  deer,  elk. 
moose,  and  all  other  members  of  the 
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family  Cervidae  raised  or  maintained 
in  captivity  for  the  production  of  meat 
and  other  agricultural  products,  for 
sport,  or  for  exhibitioii,  Inclndinff  time 
such  animals  are  moved  interstate:  or 
any  wild  cervid  that  is  moved  inter- 
state, during  the  period  of  time  from 
capture  until  release  into  the  wild.  A 
captive  cervid  that  escapes  will  con- 
tinue to  be  considered  a  captive  cervid 
as  long  as  it  bears  an  official  eartag  or 
other  identification  approved  by  the 
Administrator  as  unique  and  traceable 
with  which  to  trace  the  animal  back  to 
its  herd  of  origin. 

Comparative  cervical  tuberculin  (OCT) 
test.  The  intradermal  injection  of  bio- 
logically balanced  USDA  bovine  PPD 
tuberculin  and  avian  PPD  tuberculin 
at  separate  sites  in  the  mid-cervical 
area  to  determine  the  probable  pres- 
ence of  bovine  tuberculosis  (Af.  bovis) 
by  comparing  the  response  of  the  two 
tuberculins  at  72  hours  (plus  or  minus  6 
hours)  following  injection. 

Designated  accredited  veterinarian.  An 
accredited  veterinarian  who  is  trained 
and  approved  by  cooperating  State  and 
Federal  animal  health  officials  to  con- 
duct the  single  cervical  tuberonlin 
(SCT)  test  on  captive  cervids. 

Exposed  captive  cervid.  Any  captive 
cervid  that  has  been  exposed  to  tuber- 
culosis by  reason  of  associating  with 
captive  cei-vids,  cattle,  bison,  or  other 
livestoek  from  which  M.  bovis  has  been 
isolated. 

Modified  accredited  State  or  r.one.  A 
State  or  zone  that  is  or  is  part  of  a 
State  tiiat  has  the  authority  to  enforce 

and  complies  with  the  provisions  of  the 
"Uniform  Methods  and  Rules — Bovine 
Tuberculosis  Eradication"  and  in 
which  tuberculosis  has  been  prevalent 

in  less  than  0.1  percent  of  the  total 
number  of  herds  of  captive  cervids  in 
the  State  or  zone  for  the  most  recent 
year.  Except  that:  Th»  Administrator, 
upon  his  or  her  review,  may  allow  a 
State  or  zone  with  fewer  than  10,000 
herds  to  have  up  to  10  affected  herds 
for  the  most  recent  year,  dependinir  on 
the  veterinary  infrastructure,  live- 
stock demographics,  and  tuberculosis 
control  and  eradication  measures  in 
the  State  or  aone. 

Modified  accredited  advanced  State  nr 
zone.  A  State  or  zone  that  is  or  is  part 
of  a  State  that  haa  the  authority  to  en- 


force and  complies  with  the  provisions 
of  the  "Uniform  Methods  and  Rules — 
Bovine  Tuberculosis  Eradication  "  and 
in  which  tuberculosis  has  been  preva- 
lent in  less  than  0.01  percent  of  the 
total  number  of  herds  of  captive 
cervids  in  the  State  or  zone  for  the 
most  recent  2  years.  Except  that:  Thid 
Administrator,  upon  his  or  her  review, 
may  allow  a  State  or  zone  with  fewer 
than  30,000  herds  to  have  up  to  3  af- 
fbcted  herds  for  each  of  the  most  recent 
2  years,  depending  on  the  veterinary 
infrastructure.  livestock  demo- 
graphics, and  tuberculosis  control  and 
eradication  measures  in  the  State  or 
zone. 

Monitored  herd.  A  herd  on  whirh  iden- 
tification records  are  maintained  on 
captive  cervids  inspected  for  tuber- 
culosis at  an  approved  slaughtering  es- 
tablishment or  an  approved  diagnostic 
laboratory  and  on  captive  cervids  test- 
ed for  tuberculosis  in  accordance  with 
interstate  movement  requirements, 
and  which  meets  the  standards  set 
forth  in  §77.37. 

Negative.  Showing  no  response  to  the 
SCT  test  or  the  OCT  test,  classified  by 
the  testing  laboratory  as  "avian"  or 
''negative"  on  the  BTB  test,  or  classi- 
fied negative  for  tuberculosis  by  the 
testing  veterinarian  based  upon  his- 
tory, supplemental  tests,  examlnatioii 
of  the  carcass,  and  histopathology  and 
culture  of  selected  tissues. 

No  grosa  leaiouii  (NGL).  Having  no  visi- 
ble lesions  indicative  of  bovine  tuber- 
culosis detected  upon  necropsy  or 
slaughter  inspection. 

Nonaccredited  State  or  zone.  A  State  or 
Eone  that  is  or  is  part  of  a  State  or 
zone  that  does  not  meet  the  standards 
of  the  "Uniform  Methods  and  Rules — 
Bovine  Tuberculosis  Eradication"  or  in 
which  tuberculosis  is  prevalent  in  0.5 
percent  or  more  of  the  total  number  of 
herds  of  captive  cervids  in  the  State  or 
zone. 

Official  tuberculosis  test.  Any  of  tiie 

following  tests  for  bovine  tuberculosis 
in  captive  cervids,  applied  and  reported 
in  accordance  with  this  part: 

(1)  The  single  cervical  tuberculin 
(SCT)  test; 

(2)  The  comparative  cervical  tuber^ 
culin  (CCT)  test:  and 

(3)  The  blood  tuberculosis  (BTB)  test. 
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PennU.  An  official  document  issued 

by  a  representative  of  APHIS,  a  State 
representative,  or  an  accredited  veteri- 
narian that  must  accompany  any  reac- 
tor, snspect,  or  exposed  captive  cervid 
moved  interstate. 

Purified  protein  derivative  (PPD).  Pro- 
tein extract  from  an  M.  bovis  culture 
that  l8  resuspended  in  solution  at  a 
standard  concentration  of  1  mg  protein 
per  1  mL  of  solution. 

Qualified  herd.  A  herd  of  captive 
cervids  that  has  tested  negative  to  at 
least  one  oflloial  tabercnlosis  test  of 
all  eli^rible  captive  cervids  (see 
§  77.33(f))  within  the  past  12  months  and 
that  is  not  classified  as  an  accredited 
herd. 

Quarantine.  Prohibition  from  inter- 
state movement,  except  for  slaughter 
or  necropsy. 

Reactor.  Any  captive  cervid  that 
shows  a  response  to  the  SCT  test  or  the 
OCT  test,  or  is  classified  by  the  testing 
laboratory  as  "M.  bovis  positive"  on 
the  BTB  test,  and  is  classified  a  reactor 
by  the  testing  veterinarian;  or  any  sos- 
pect  captive  cervid  that  is  classified  a 
reactor  upon  slaughter  inspection  or 
necropsy  after  histopathology  and/or 
ooltore  of  selected  tissues  by  the  USDA 
or  State  veterinarian  performing  or  su- 
pervising the  slaughter  inspection  or 
necropsy. 

Regular-kill  slaughter  animal.  An  ani- 
mal that  is  slaughtered  for  food  or  any 
reason  other  than  because  of  a  disease 
re^'^ulated  under  9  CFR  chapter  I  (such 
ixa  tuberculosis,  brucellosis,  or  any 
other  livestock  disease  for  which  move- 
ment  of  animals  is  restricted  under  9 
CFR  chapter  I). 

Single  cervical  tuberculin  (SCT)  test. 
The  intradermal  injection  of  0.1  mL 
(5,000  tuberculin  units)  of  USDA  PPD 
bovis  tuberculin  in  the  mid-cervical 
area  with  a  reading  by  visual  observa- 
tion and  palpation  at  72  hours  (plus  or 
minus  6  hours)  following  injection. 

Suspect.  Any  captive  cervid  that  is 
not  negative  to  the  SCT  test  or  the 
OCT  test,  or  that  is  olassifled  by  the 
testing  laboratory  as  equivocal  on  the 
BTB  test,  and  that  is  not  classified  as 
a  reactor  by  the  testing  veterinarian. 

Tuberculin.  A  product  t^t  is  ap- 
proved by  and  produced  under  USDA  li- 
cense for  injection  into  cervids  and 


other  animals  for  the  purpose  of  de- 
tecting bovine  tuberculosis. 

Tuberculous.  Having  lesions  indic- 
ative of  tuberculosis,  infected  with  tu- 
berculosis based  on  isolation  of  M. 
bovis.  or  being  from  a  herd  in  which  Af. 
bovis  has  been  isolated. 

USDA.  The  United  States  Depart- 
ment of  Agriculture. 

Whole  herd  test.  An  official  tuber- 
culosis test  of  all  captive  cervids  in  a 
herd  that  are  12  months  of  age  or  older, 
and  of  all  captive  cervids  in  the  herd 
that  are  less  than  12  months  of  age  and 
were  not  born  into  the  herd,  except 
those  captive  cervids  that  are  less  than 
12  months  of  age  and  were  bom  in  and 

originated  from  an  accredited  herd. 

Zero  percent  prevalence.  No  finding  of 
tuberculosis  in  any  herd  of  captive 
cervids  in  a  State  or  sone. 

§  77J21   ^plicability  of  this  subpart. 

All  references  in  this  subpart  to  the 
tuberculosis  status  of  States  and  zones 
pertain  to  such  status  for  captive 
cervids. 

977.22  Accredited-free  States  or  Bones. 

(a)  The  following  are  accredited-free 

States:  None. 

(b)  The  following  are  accredited-free 
zones:  None. 

(c)  If  an  affected  herd  is  detected  in  a 
State  or  zone  classified  as  accredited- 
free,  and  the  herd  is  depopulated  and  a 
complete  epidemiologic  investigation 
is  completed  within  120  days  of  the  de- 
tection of  the  affected  herd  with  no 
evidence  of  the  spread  of  tuberculosis, 
the  State  or  zone  may  retain  its  ac- 
credlted^free  status.  If  two  or  more  af- 
fected herds  are  detected  in  an  accred- 
ited-free State  or  zone  within  a  48- 
month  period,  the  State  or  zone  will  be 
removed  from  the  list  of  accredited- 
free  States  or  zones  and  will  be  reclas- 
sified as  modified  accredited  advanced. 

(d)  If  any  livestock  other  than  cap- 
tive cervids  are  included  in  a  newly  as- 
sembled herd  on  a  premises  where  a  tu- 
berculous herd  has  been  depopulated, 
the  State  or  zone  must  apply  the  herd 
test  requirements  contained  in  the 
"Uniform  Methods  and  Rules— Bovine 
Tuberculosis  Eradication  "  (January  22, 
1999  edition),  which  is  incorporated  by 
reference  at  §77.1,  to  those  other  live- 
stock in  the  same  manner  as  to  captive 
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cervids.  Failure  to  do  so  will  result  in 
reclassifiration  of  the  State  op  sone  AS 
modified  accredited  advanced. 

(e)  If  tuberculosis  is  diagnosed  within 
an  aoor«dlted-free  State  or  sone  in  an 
animal  not  specifically  regulated  by 
this  part  and  a  risk  assessment  con- 
ducted by  APHIS  determineii  that  the 
outbreak  poses  a  tuberculoaiB  risk  to 
llyestock  within  the  State  or  zone,  the 
State  or  zone  must  implement  a  tuber- 
culosis management  plan,  approved 
jointly  by  the  State  animal  health  offi- 
oiai  and  the  Administrator,  within  6 
months  of  the  diagnosis.  The  manage- 
ment plan  must  include  provisions  for 
immediate  investif^ation  of  tuber- 
culosis in  animals  held  for  exhibition 
and  in  livestock  and  wildlife;  the  pre- 
vention of  the  spread  of  the  disease  to 
other  animals  held  for  exhibition  and 
to  livestock  and  wildlife;  increased  sur- 
veillance for  tuberculosis  in  anlmalB 
held  for  exhibition  and  wildlife;  eradi- 
cation of  tuberculosis  from  individual 
herds;  a  timeline  for  tuberculosis 
eradication;  and  performance  standards 
by  which  to  measure  yearly  progrress 
toward  eradk  ation.  If  a  State  or  zone 
does  not  implement  such  a  plan  within 
the  required  6  months,  the  State  or 
zone  will  lose  its  accredited-free  status 
and  will  be  reclassified  as  modified  ac- 
credited advanced. 

(f)  Accredited-free  State  or  zone  sta- 
tus must  be  renewed  annually.  To  qual- 
ify for  renewal  of  accredited-fi^ee  State 
or  zone  status,  a  State  must  submit  an 
annual  report  to  APHTR  certifying:  that 
the  State  or  zone  within  the  State 
complies  with  the  provisions  of  the 
''Uniform  Methods  and  Rules— Bovine 
Tuberculosis  Eradication."'  The  report 
must  be  submitted  to  APHIS  each  year 
between  October  1  and  November  30. 

(.Approved  by  the  Offii  e  of  Manaprement  and 
Budget  under  control  number  0579-0146) 

S  77.23    Interstate  movement  from  ao- 
credited-free  States  and  zones. 

Notwithstanding  any  other  provi- 
sions of  this  part,  captive  cervids  that 
originate  in  an  accredited-firee  State  or 
zone  may  be  moved  interstate  without 
restriction. 


177^  llbdilled  aoeredited  adnneed 

States  or  zones. 

(a)  The  following:  are  modified  ac- 
credited advanced  States:  None. 

(b)  The  foUowinflr  are  modified  ac- 
credited advanced  zones:  None. 

(0)  If  any  livestock  other  than  cap- 
tive cervids  are  included  in  a  newly  as- 
sembled herd  on  a  premises  where  a  ta- 
berculous  herd  has  been  depopulated, 
the  State  or  zone  must  apply  the  herd 
test  requirements  contained  in  the 
"Uniform  Methods  and  Rules— Bovine 
Tuberculosis  Eradication"  ^January  22, 
1999  edition),  which  is  incorporated  by 
reference  at  §77,1,  for  such  newly  as- 
sembled herds  to  those  other  livestock 
in  the  same  manner  as  to  captive 
cervids.  Failure  to  do  so  will  result  in 
the  removal  of  the  State  or  zone  from 
the  list  of  modified  accredited  ad- 
vanced States  or  zones  and  its  being  re- 
classified as  modified  accredited. 

(d)  If  tuberculosis  is  diagnosed  within 
a  modified  accredited  advanced  State 
or  zone  In  an  animal  not  specifically 
regulated  by  this  part  and  a  risk  as- 
sessment conducted  by  APHIS  deter- 
mines that  the  outbreak  poses  a  tuber- 
culosis risk  to  livpstnrk  within  the 
State  or  zone,  the  State  or  zone  must 
implement  a  tuberculosis  management 
plan,  approved  jointly  by  the  State  ani- 
mal health  official  and  the  Adminis- 
trator, within  6  months  of  the  diag- 
nosis. The  management  plan  must  In- 
clude provisions  for  immediate  inves- 
tifration  of  tuberculosis  in  animals  held 
for  exhibition  and  in  livestock  and 
wildlife;  the  prevention  of  the  spread  of 
the  disease  to  other  animals  held  for 
exhibition  and  to  livestock  and  wild- 
life; increased  surveillance  for  tuber- 
culosis in  animals  held  for  exhibition 
and  wildlife;  eradication  of  tuber- 
culosis from  individual  herds;  a 
timeline  for  tuberculosis  eradication; 
and  performance  standards  by  which  to 
measure  yearly  inrogress  toward  eradi- 
cation. If  a  State  or  zone  does  not  im- 
plement such  a  plan  within  the  re- 
quired 6  months,  the  State  or  zone  will 
be  reclassified  as  modified  accredited. 

(e)  Modified  accredited  advanced 
State  or  zone  status  must  be  renewed 
annually.  To  qualify  for  renewal  of  a 
modified  accredited  advanced  State  or 
zone  status,  a  State  must  submit  an 
annual  report  to  APHIS  certifying  that 
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the  State  or  zone  complleB  with  all  the 

provisions  of  the  "Uniform  Methods 
and  Rules — Bovine  Tuberculosis  Eradi- 
cation" regarding  modified  accredited 
advanced  States.  The  report  must  be 
aabmitted  to  APHIS  each  year  between 
October  1  and  November  30. 

(f)  To  qualify  for  accredited-free  sta- 
tus, a  modified  accredited  advanced 
State  or  sone  must  demonstrate  to  the 
Administrator  that  it  complies  with 
the  provisions  of  the  "Uniform  Meth- 
ods and  Rules — Bovine  Tuberculosis 
Eradication,"  has  zero  percent  preva- 
lence of  affected  captive  cervld  herds, 
and  has  had  no  findings  of  tuberculosis 
in  any  captive  cervids  in  the  State  or 
zone  for  the  previous  5  years.  Except 
that:  The  requirement  of  freedom  from 
tuberculosis  is  2  years  from  the  de- 
population of  the  last  affected  herd  in 
States  or  zones  that  were  previously 
accredited-free  and  in  which  all  herds 
affected  with  tuberculosis  were  depopu- 
lated, 3  years  in  all  other  States  or 
zones  that  have  depopulated  all  af- 
fected herds,  and  8  years  in  States  or 
zones  that  have  conducted  surveillance 
that  demonstrates  that  other  livestock 
herds  and  wildlife  are  not  at  risk  of 
being  inliscted  with  tuberouloels,  as  de- 
termined by  the  Administrator  based 
on  a  risk  assessment  conducted  by 
APHIS. 

(Approved  by  the  Office  of  Management  and 
Budpet  under  control  number  0579-0146) 

177.25  Interstate  movement  from 
modified  accredited  advanced 
States  and  aonee. 

Captive  cervids  that  originate  in  a 

modified  accredited  advanced  State  or 
zone,  and  that  are  not  known  to  be  in- 
fected with  or  exposed  to  tuberculosis, 
may  be  moved  interstate  only  under 
one  of  the  following  conditions: 

(a)  The  captive  cervids  are  moved  di- 
rectly to  slaughter  at  an  approved 
slaughtering  establishment. 

(b)  The  captive  cervids  are  from  an 
accredited  herd,  qualified  herd,  or  mon- 
itored herd;  are  officially  identified; 
and  are  accompanied  by  a  certificate 
stating  that  the  herd  completed  the  re- 
quirements for  accredited  herd,  quali- 
ded  herd,  or  monitored  herd  status 
within  24  months  prior  to  the  date  of 
movement. 


(c)  The  captive  cervids  are  officially 

identified  and  are  accompanied  by  a 

certificate  stating  that  they  were  nega- 
tive to  an  official  tuberculin  test  con- 
ducted within  90  days  prior  to  the  date 
of  movement. 

(Approved  by  the  Office  of  Management  and 
Bodset  under  oontrol  nnmber  0579-0148) 

§77^6   Modified  accredited  States  or 

(a)  States  listed  in  paragraph  (b)  of 

this  section  must  submit  to  APHIS  ^  by 
October  23.  2001  data  demonstrating 
that  the  State  complies  with  the  UMR 
or  the  State  will  be  redesignated  as 
nonaccredited.  If  a  State  does  submit 
surveillance  data  by  October  23.  2001 
that  meets  the  UMB  standaids,  and 
that  APHIS  believes  qualifies  the  State 
for  a  classification  other  than  modified 
accredited.  APHIS  will  initiate  rule- 
making to  change  the  State's  classi- 
fication. 

(b)  The  following  are  modified  ac- 

credited  States:  Alabama,  Alaska.  Ari- 
zona, Arkansas,  California.  Colorado, 
Connecticut,  Delaware,  Florida,  Geor- 
gia, Hawaii,  Idaho,  Illinois,  Indiana, 
Iowa,  Kansas.  Kentucky.  Louisiana, 
Maine.  Maryland,  Mas^-achusetts, 
Micliigan.  Minnesota,  Mississippi,  Mis- 
souri, Montana,  Nebraska,  Nevada, 
New  Hampshire,  New  Jersey,  New  Mex- 
ico. New  York,  North  Carolina.  North 
Dakota,  Ohio,  Oklaiioma,  Oregon, 
Pennsylvania,  Puerto  Rico,  Rhode  Is- 
land, South  Carolina.  South  Dakota, 
Tennessee.  Texas.  Utah,  Vermont,  the 
Virgin  Islands  of  the  United  States, 
Virginia,  Washington,  West  Virginia, 
Wisconsin,  and  Wyoming. 

(c)  The  following  are  modified  ac- 
credited zones:  None. 

(d)  If  any  livestock  other  than  cap- 
tive cervids  are  included  in  a  newly  as- 
sembled hprri  on  a  premises  where  a  tu- 
berculous herd  has  been  depopulated, 
the  State  or  zone  must  apply  the  herd 
test  requirements  contained  In  the 
"Uniform  Methods  and  Rules — Bovine 
Tuberculosis  Eradication"  (January  22, 
1999.  edition),  which  Is  Incorporated  by 

  I 

1  Send  the  Infonnation  to  National  Animal 
Health  Programs,  Veterinary  Services, 
APHIS,  4700  River  Road.  Unit  42,  Rlverdale, 
Maryland  20787-1231. 
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reference  at  §77.1.  for  such  newly  as- 
sembled herds  to  those  other  livestock 
in  the  same  manner  as  to  captive 
cervids.  Failure  to  do  so  will  result  In 
the  removal  of  the  State  or  zone  fipom 
the  list  of  modified  accredited  States 
or  zones  and  its  being  reclassified  as 
aooredltation  prei»aratory. 

Ce)  If  tuberculosis  is  diagnosed  within 
a  modified  accredited  State  or  zone  in 
an  animal  not  specifically  regulated  by 
this  part  and  a  risk  assessment  con* 
ducted  by  APHIS  determines  that  the 
outbreak  poses  a  tuberculosis  risk  to 
livestock  within  the  State  or  zone,  the 
State  or  zone  must  implement  a  tuber- 
cnlosis  manag-ement  plan,  approved 
jointly  by  the  State  animal  health  offi- 
cial and  the  Administrator,  within  6 
months  of  the  diagnosis.  The  manage- 
ment plan  must  include  provisions  for 
immediate  investigation  of  tuber- 
culosis in  animals  held  for  exhibition 
and  in  livestock  and  wildlife:  the  pre- 
vention of  the  spread  of  the  disease  to 
other  animals  held  for  exhibition  and 
to  livestock  and  wildlife;  increased  sur- 
veillance for  tuberculosis  in  animals 
held  for  exhibition  and  wildlife;  eradi- 
cation of  tuberculosis  from  individual 
herds;  a  timeline  for  tuberculosis 
eradication;  and  performance  standards 
by  which  to  measure  yearly  progress 
toward  eradication.  Tf  a  State  or  zone 
does  not  implement  such  a  plan  within 
the  required  6  months,  the  State  or 
zone  will  be  reclassified  as  accredita- 
tion preparatory. 

(f)  Modified  accredited  State  or  zone 
status  must  be  renewed  annually.  To 
qualify  for  renewal  of  a  modified  ac- 
credited State  or  zone  status,  a  State 
must  submit  an  annual  report  to 
APHIS  certifying*  that  the  State  or 
zone  complies  with  the  provisions  of 
the  ••Uniform  Methods  and  Rules — Bo- 
vine Tuberculosis  Eradication."  The 
report  must  be  submitted  to  APHIS 
each  year  between  October  1  and  No- 
vember 30. 

(g)  To  qualify  for  modified  accredited 
advanced  status,  a  modified  accredited 
State  or  zone  must  demonstrate  to  the 
Administrator  that  it  complies  with 
the  provisions  of  the  "Uniform  Meth- 
ods and  Rules— Bovine  Tuberculosis 
Eradication''  and  that  tuberculosis  has 
been  prevalent  in  less  than  0.01  percent 
of  the  total  number  of  captive  cervids 


in  the  State  or  zone  for  the  most  re- 
cent 2  years.  Except  that:  The  Adminis- 
trator, upon  his  or  her  review,  may 
allow  a  State  or  zone  with  fewer  than 
80,000  herds  to  have  up  to  3  affected 
herds  for  each  of  the  most  recent  2 
years,  depending  on  the  veterinary  in- 
ftastnioture,  livestock  demographics, 
and  tuberculosis  control  and  eradi- 
cation measures  in  the  State  or  zone. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0146) 

§77.27   Interstate     movement  from 
modified    accredited    Stetes  aad 

Bzcept  for  captive  cervids  frann  a 

qualified  herd  or  monitored  herd,  as 
provided  in  §§77.36  and  77.37.  respec- 
tively, captive  cervids  that  originate  in 
a  modified  accredited  State  or  acme, 
and  that  are  not  known  to  be  infeoted 
with  or  exposed  to  tuberculosis,  may  be 
moved  interstate  only  under  one  of  the 
following  conditions: 

(a)  The  captive  cervids  are  moved  di- 
rectly to  slaughter  at  an  approved 
slaughtering  establishment. 

(b)  The  captive  cervids  are  from  an 
accredited  herd  and  are  accompanied 
by  a  certificate  stating  that  the  ac- 
credited herd  completed  the  testing 
necessary  for  accredited  status  with 
negative  results  within  24  months  prior 
to  the  date  of  movement. 

(c)  The  captive  cervids  are  sexually 
intact  animals;  are  not  from  an  accred- 
ited herd;  are  officially  identified:  and 
are  accompanied  by  a  certificate  stat- 
ing that  the  herd  from  which  they 
originated  was  negative  to  a  whole 
herd  test  conducted  within  1  year  prior 
to  the  date  of  movement  and  that  the 
individual  animals  to  be  moved  were 
negative  to  an  additional  official  tu- 
berculin test  conducted  within  90  days 
prior  to  the  date  of  movement,  except 
that  the  additional  test  is  not  required 
if  the  animals  are  moved  interstate 
within  6  months  following  the  whole 
herd  test. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0146) 

§77.28    Accreditation  pmpmrutOfKy 

States  or  zones. 

(a)  The  following  are  accreditation 
preparatory  States:  None. 
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(b)  The  following  are  accreditation 

preparatory  zones:  None. 

(c)  If  any  livestock  other  than  cap- 
tive cervids  are  included  in  a  newly  as- 
sembled herd  on  a  premises  where  a  tu- 
berculous herd  has  been  depopulated, 
the  State  or  zone  must  apply  the  herd 
test  requirements  contained  in  the 
"Uniform  Methods  and  Rules— Bovine 
Tuberculosis  Eradication"  (January  22, 
1999,  edition),  which  is  incorporated  by 
reference  at  §77.1,  for  such  newly  as- 
sembled herds  to  those  other  livestock 
in  the  same  manner  as  to  captive 
cervids.  Failure  to  do  so  will  result  in 
the  removal  of  the  State  or  zone  from 
the  list  of  accreditation  preparatory 
States  or  sones  and  its  being  reclassi- 
fied as  nonaccredited. 

(d)  If  tuberculosis  is  diagnosed  within 
an  accreditation  preparatory  State  or 
sone  in  an  animal  not  specifically  r^ru- 
lated  by  this  part  and  a  risk  assess- 
ment conducted  by  APHIS  det-M  mines 
that  the  outbreak  poses  a  tuberculosis 
risk  to  livestock  within  the  State  or 
zone,  the  State  or  zone  must  imple- 
ment a  tuberculosis  management  plan, 
approved  jointly  by  the  State  animal 
health  official  and  the  Administrator, 
within  6  months  of  the  diagnosis.  The 
management  plan  must  include  provi- 
sions for  immediate  Investigation  of 
tuberculosis  in  animals  held  for  exhi- 
bition and  in  livestock  and  wildlife;  the 
prevention  of  the  spread  of  the  disease 
to  other  animals  held  for  exhibition 
and  to  livestock  and  wildlife;  increased 
surveillance  for  tuberculosis  in  ani- 
mals held  for  exhibition  and  wildlife; 
eradication  of  tuberculosis  from  Indi- 
vidual herds;  a  timeline  for  tuber^ 
culosis  eradication;  and  performance 
standards  by  which  to  measure  yearly 
progress  toward  eradication.  If  a  State 
or  zone  does  not  implement  such  a  plan 
within  the  required  6  months,  the 
State  or  zone  will  be  reclassified  as 
nonaccredl  led. 

(e)  Accreditation  preparatory  State 
or  zone  status  must  be  renewed  annu- 
ally. To  qualify  for  renewal  of  accredi- 
tation preparatory  State  or  zone  sta- 
tus, a  State  must  submit  an  annual  re- 
port to  APHIS  certifying  that  the 
State  or  zone  complies  with  the  provi- 
sions of  the  "Uniform  Methods  and 
Rules— Bovine  Tuberculosis  Eradi- 
cation." The  report  must  be  submitted 


to  APHIS  each  year  between  October  1 

and  November  30. 

(f)  To  qualify  for  modified  accredited 
status,  an  accreditation  preparatory 
State  or  zone  must  demonstrate  to  the 

Administrator  that  it  complies  with 
the  provisions  of  the  "Uniform  Meth- 
ods and  Kules — Bovine  Tuberculosis 
Bradication**  and  that  tuberculosis  has 
been  prevalent  in  less  than  0.1  percent 
of  the  total  number  of  herds  of  captive 
cervids  In  the  State  or  zone  for  the 
most  recent  year.  Except  that:  The  Ad- 
ministrator, upon  his  or  her  review, 
may  allow  a  State  or  zone  with  fewer 
than  10,000  herds  to  have  up  to  10  af- 
fected herds  for  the  most  recent  year, 
depending  on  the  veterinary  infrastruc- 
ture, livestock  demographics,  and  tu- 
berculosis control  and  eradication 
measures  in  the  State  or  zone. 

(Approved  by  the  Office  of  Management  and 
Bttdjgret  nndw  control  number  0879-0146) 

§77.29   Interstate  movement  from  ac- 
creditation  preparaUHry  States  and 

zones. 

Except  for  captive  cervids  from  a 
qualified  herd  or  monitored  herd,  as 
provided  in  Sf  77.36  and  77.87,  respec- 
tively, captive  cervids  that  originate  in 
an  accreditation  preparatory  State  or 
zone,  and  that  are  not  known  to  be  In- 
fected with  or  exposed  to  tuberculoslB, 
may  be  moved  Inteistate  only  under 
one  of  the  followinf?  conditions: 

(a)  The  captive  cervids  are  moved  di- 
rectly to  slaugrhter  at  an  approved 
slaughtering  establishment. 

(b)  The  captive  cervids  are  from  an 
accredited  herd;  are  officially  identi- 
fied; and  are  accompanied  by  a  certifi- 
cate stating  that  the  accredited  herd 
completed  the  testing  necessary  for  ac- 
credited status  with  negative  results 
within  24  months  prior  to  the  date  of 
movement  and  that  the  individual  ani- 
mals to  be  moved  were  neg'atlve  to  an 
official  tuberculin  test  conducted  with- 
in 90  days  prior  to  the  date  of  move- 
ment. 

(c)  The  captive  cervids  are  sexually 
Intact  animals;  are  not  from  an  accred- 
ited herd;  are  officially  identified;  and 
are  accompanied  by  a  certificate  stat- 
ing that  the  herd  from  which  they 
originated  was  negative  to  a  whole 
herd  test  oondnoted  within  1  year  prior 
to  the  date  of  movement  and  that  the 
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individual  animals  to  be  moved  were 
negative  to  two  additional  official  tu- 
berculin tests  condacted  at  least  90 

days  apart  and  no  more  than  6  months 
apart,  with  the  second  test  conducted 
within  90  days  prior  to  the  date  of 
movement,  except  tbat  tbe  second  ad- 
ditional test  is  not  required  if  the  ani- 
mals are  moved  interstate  within  6 
months  following  the  whole  herd  test. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0148) 

$  77.30   Nonaccredited  States  or  zones. 

(a)  The  following  are  nonaccredited 
States:  None. 

(b)  The  following  are  nonaocredlted 

zones:  None. 

(c)  To  qualify  for  accreditation  pre- 
paratory status,  a  nonaccredited  State 

or  zone  must  demonstrate  to  the  Ad- 
ministrator that  it  complies  with  the 
provisions  of  the  "Uniform  Methods 
and  Rules— Bovine  Tuberculosis  Eradi- 
cation" and  that  tuberculosis  is  preva- 
lent in  less  than  0.5  percent  of  the  total 
number  of  herds  of  captive  cervids  in 
the  State  or  zone. 

§77.31    Interstate  movement  from  iion> 
aoeredUed  Stetes  and  sones. 

Captive  cervids  that  originate  in  a 
nonaccredited  State  or  zone  and  that 
are  not  known  to  be  infected  with  or 
eiposed  to  tuberculosis  may  not  be 
moved  interstate  only  if  they  are  ac- 
companied by  VS  Form  1-27  and  are 
moved  interstate  in  an  officially  sealed 
means  of  conveyance  directly  to 
slaughter  at  an  approved  slaughtering 
establishment. 

iTJJSi  General  restricdoiis. 

(a)  Except  for  movement  from  ac- 
credited-free States  and  zones  in  ac- 
cordance with  §77.23.  movement  from 
accredited  herds  in  accordance  with 
177.35,  and  movement  to  slaughter  in 
accordance  with  §§  77.25(a).  77.27(a), 
77.29(a>,  and  77.31(d),  no  captive  cervid 
may  be  moved  Interstate  unless  it  has 
been  tested  using  an  Official  tuber- 
culosis test,  and  it  is  moved  in  compli- 
ance with  this  part. 

(b)  No  captive  cervid  with  a  response 
to  any  official  tuberculosis  test  is  eli- 
gible for  interstate  movement  unless 
the  captive  cervid  subsequently  tests 
negative  to  a  supplemental  ofClcial  tu- 
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berculosis  test  or  is  moved  interstate 
directly  to  slaughter  or  necropsy  in  ac- 
cordance with  §7.40. 

(c)  Except  for  captive  cervids  moving 
interstate  under  permit  directly  to 
slaughter  or  necropsy  under  §77.40, 
each  captive  cervid  or  shipment  of  cap- 
tive cervids  to  be  moved  interstate 

must  be  accompanied  by  a  certificate 
issued  within  30  days  of  the  movement 
by  a  State  or  Federal  animal  health  of- 
ficial or  an  accredited  veterinarian. 

(d)  Captive  cervlda  in  zoological 
iwrks  that  have  been  accredited  by  the 
American  Zoo  and  Aquarium  Associa- 
tion (AZA)  are  exempt  from  the  regula- 
tions in  this  part  when  the  captive 
cer\dds  are  moved  directly  interstate 
between  AZA  member  facilities.  Any 
captive  cervids  moved  interstate  that 
are  not  moved  directly  from  an  AZA 
member  facility  to  another  AZA  mem- 
ber facility  must  be  moved  in  accord- 
ance with  the  regulations  in  this  sub- 
part. 

S  77.33  Testing  procedures  for  tuber^ 
eulosis  In  oiqNiw  oeirvldai 

(a)  Approved  testers.  Except  as  ex- 
plained in  paragraphs  (a)(1)  and  (a)(2) 
of  this  section,  official  tuberculosis 
tests  may  only  be  given  by  a  veteri- 
narian employed  by  the  State  in  wldoh 
the  test  is  administered  or  by  a  veteri- 
narian employed  by  USDA. 

(1)  A  designated  accredited  veteri- 
narian may  conduct  the  SCT  test,  ex- 
cept as  provided  in  §77.34(a)(2)  and 
577.39(e)  and  'fi. 

(2)  Any  accredited  veterinarian  may 
conduct  the  BTB  test. 

(b)  Approved  diagnostic  laboratories,  (1) 
With  one  exception,  histopathology 
and  culture  results  for  all  tuberculosis 
diagnoses  will  be  accepted  only  from 
the  National  Veterinary  Services  Lab- 
oratories (NVSL)  in  Ames.  lA.  The  ex- 
ception is  that  results  will  be  accepted 
from  a  laboratory  of  the  Food  Safety 
and  Inspection  Service.  X7SDA,  for  tis- 
sue examination  of  regular-kill  slaugh- 
ter animals  in  those  cases  where  no 
submission  is  made  to  NVSL. 

(2)  The  following  laboratory  is  ap- 
proved to  perform  the  BTB  test:  Texas 
Veterinary  Medical  Center  laboratory 
at  Texas  A&M  University  in  College 
Station,  TX. 
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(c)  Identification.  Any  captive  cervid 
tested  with  an  official  tuberculosis  test 
must  bear  official  identification  in  the 
form  of  an  official  eartag.  or  another 
Identification  device  or  method  ap- 
proved by  the  Administrator  as  unique 
and  traceable,  at  the  time  of  the  offi- 
cial tuberculosis  test.  Use  of  any  iden- 
tification device  or  method  other  than 
an  official  eartag  must  first  be  ap- 
proved by  the  Administrator  as  unique 
and  traceable.  Written  requests  for  ap- 
proval must  be  sent  to  National  Ani- 
mal Health  Frognuns,  VS.  APHIS,  4700 
River  Road  Unit  4S.  Biverdale,  MD 
20737-1231. 

(d)  Reporting  of  tests— 0.)  SCT  and  CCT 
tests.  For  the  SOT  and  OCT  tests,  the 
testing  veterinarian  must  submit  a  re- 
IK)rt  to  cooperating  State  and  Federal 
animal  health  officials  of  the  State  in 
which  the  captive  cervid  is  tested.  The 
report  must  include  the  following  in- 
formation for  all  SCT  and  CCT  tests 
administered:  The  number  of  the  indi- 
vidual eartag  or  other  identification 
approved  by  the  Administrator;  the 
age.  sex,  and  breed  of  each  captive 
cervid  tested;  a  record  of  all  responses; 
the  size  of  each  response  for  the  CCT 
test:  and  the  test  interpretaUon. 

(2)  BTB  test.  Copies  of  the  BTB  test 
results  must  be  submitted  by  the  test- 
ing laboratory  to  the  person,  firm,  or 
corporation  responsible  for  the  man- 
agrement  of  the  herd,  cooperating:  State 
and  Federal  animal  health  officials  of 
the  State  in  which  the  captive  cervid  is 
tested,  and  the  testing  veterinarian. 
The  report  must  indnde  the  following 
information  for  all  BTB  tests  adminis- 
tered: The  number  of  the  individual 
eai  Lag  or  other  identification  approved 
by  the  Administrator;  the  age.  sex.  and 
breed  of  each  captive  cervid  tested;  the 
test  interpretation,  and  a  summary  of 
supporting  data.  Full  supporting  data 
moat  be  atabmltted  by  the  testing  lab- 
oratory on  a  case-by-rase  basis  at  the 
request  of  cooperating  State  and  Fed- 
eral animal  health  officials. 

(e)  Test  interpretation.iD  Interpreta- 
tion of  an  SCT  test  will  be  based  upon 
the  judgment  of  the  testing  veteri- 
narian after  observation  and  palpation 
of  the  injection  site,  in  aooordaaoe 
with  the  classification  requirements 
described  in  |77^a). 


(2)  Interpretation  of  a  CCT  test  will 
be  in  accordance  with  the  classifica- 
tion requirements  described  in 
§  77.34(b). 

(3)  Interpretation  of  a  BTB  test  will 
be  in  accordance  with  the  patented 
standards  for  the  BTB  test^  and  the 
classification  requirements  described 
in  §  77.34(c). 

(f)  Captive  cervids  eligible  for  testing. 
Except  as  provided  in  §  77.35(a)(1)  and 
§  77.36(a)(1),  testing  of  herds  for  indi- 
vidual herd  classification  most  indnde 
all  captive  cervids  1  year  of  age  or  over 
and  any  captive  cervids  other  than  nat- 
ural additions  (captive  cervids  bom 
into  the  herd)  under  1  year  of  age. 

§  77.34   Official  tuberculosis  tests. 

(a)  Single  cervical  tuberculin  (SCT)  test. 
(1)  The  SCT  test  is  the  primary  test  to 
be  used  in  individual  captive  cervids 
and  in  herds  of  unknown  tuberculous 
status.  Each  captive  cervid  that  re- 
sponds to  the  SOT  test  must  be  classi- 
fied as  a  suspect  until  it  is  retested 
with  either  the  CCT  test  or  the  BTB 
test  and  is  either  found  negative  for  tu- 
berculosis or  is  classllied  as  a  reactor, 
unless,  with  the  exception  of  a  des- 
ignated accredited  veterinarian,  the 
testing  veterinarian  determines  that 
the  captive  cervid  should  be  classified 
as  a  reactor  based  on  its  response  to 
the  SCT  test.  A  designated  accredited 
veterinarian  must  classify  a  responding 
captive  cervid  as  a  suspect,  unless  the 
DTE  determines,  based  on  epidemiolog- 
ical evidence,  that  the  captive  cervid 
should  be  olaaiifled  as  a  reactor. 

(2)  The  SOT  test  is  the  primary  test 
to  be  used  in  affected  herds  and  in 
herds  that  liave  received  captive 
cervids  from  an  affected  herd.  When 
used  with  affected  herds  or  in  herds 
that  have  received  captive  cervids  from 
an  affected  herd,  the  SCT  test  may 
only  be  administered  by  a  veterinarian 
employed  by  the  State  in  Which  the 
test  is  administered  or  employed  by 
USDA.  In  affected  herds  or  herds  tliat 


'The  patented  standards  for  the  BTB  test 
may  be  obtained  from  the  Texas  Veterinary 
Medial  Center,  Colleg:e  of  Veterinary  Medi- 
cine, Texas  A&M  University.  College  Sta- 
tion. TX.  or  from  the  Deer  Research  Labora- 
tory. Department  of  Microbiology,  Univer^ 
slty  of  OtBffO,  P.O.  Box  66.  Donedin.  New  Zesr 
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liave  received  captive  cervids  from  an 
affected  herd,  each  captive  cervid  that 
responds  to  the  SCT  test  must  be  clas- 
sified as  a  reactor,  milese  the  DTB  de- 
termines that  the  captive  cervid  should 
be  classified  as  a  suspect  because  of 
possible  exposure  to  a  tuberculous  ani- 
mal. 

(b)  Comparative  cervical  tuberculin 
(CCT)  test.  (1)  The  CCT  test  is  a  supple- 
mental test  tbat  may  only  be  used  for 
reteetlngr  captive  cervids  classified  as 
suspects.  The  CCT  test  may  be  used  in 
affect  <m1  herds  only  after  the  herd  has 
tested  negative  to  at  least  two  whole 
herd  SOT  tests  and  only  with  the  prior 
written  consent  of  the  DTB.  The  CCT 
test  may  not  be  used  as  a  primary  test 
for  herds  of  unknown  tuberculous  sta- 
tus. 

(2)  A  captive  cervid  tested  with  the 
CCT  test  must  be  classified  as  negative 
if  it  has  a  response  to  the  bovine  PPD 
tuberculin  that  is  less  than  1  nrni. 

(3)  Unless  the  testlng^  veterinarian 
determines  that  the  captive  cervid 
should  be  classified  as  a  reactor  be- 
cause of  possible  exposure  to  a  tuber- 
culous animal,  a  captive  cervid  tested 
with  the  OCT  test  must  be  daaslfled  as 
a  suspect  if: 

(i)  It  has  a  response  to  the  bovine 
PPD  tuberculin  that  is  Rrreater  than  2 
mm  and  that  is  equal  to  the  response 
to  the  avian  PPD  tuberculin;  or 

(ii)  It  has  a  response  to  the  bovine 
PPD  tuberculin  that  is  equal  to  or 
greater  than  1mm  and  equal  to  or  less 
than  2mm  and  that  is  equal  to  or  erreat- 
er  than  the  response  to  the  avian  PPD 
tuberculin. 

(4)  A  captive  cervid  tested  with  the 
CCT  test  must  be  classified  as  a  reactor 
ifi 

(i)  It  has  a  response  to  the  bovine 
PPD  tuberculin  that  is  prreatei-  than  2 
mm  and  that  is  at  least  0.5  mm  greater 
thui  the  response  to  the  avian  PPD  tu- 
berculin; or 

(ii )  It  has  been  classified  as  a  SUSpect 
on  two  successive  CCT  tests. 

(lli)  Any  exceptions  to  reactor  olasal- 
fioation  under  the  conditions  in  para- 
graph (b)(4)(i)  and  (bw4)(ii)  of  this  sec- 
tion must  be  justified  by  the  testing 
veterinarian  in  writing  and  have  the 
concurrence  of  the  DTE, 

(c)  Blood  tuberculosis  (BTH)  test.  (1) 
The  BTB  test  is  a  supplemental  test 


that  may  be  used  in  place  of  the  CCT 
test  for  retesting  captive  cervids  clas- 
sified as  suspects. 

(2)  Except  as  provided  In  177.89(e), 
any  captive  cervid  classified  by  the 
testing  laboratory  as  "equivocal"  will 
be  classified  as  a  suspect. 

(3)  Any  captive  cervid  classified  by 
the  testing  laboratory  as  **Jtf.  bavis 
positive"  will  be  classified  as  a  reactor. 

(4;  Any  captive  cervid  classified  by 
the  testing  laboratory  as  "avian"  or 
"negative"  will  be  considered  negative 
for  tuberr  iilosis 

(5)  The  owner  of  the  captive  cervid 
tested  is  responsible  for  the  cost  of  the 
BTB  test. 

877,36  Interstate  movement  from  ac- 
credited iMnb. 

(a)  Qualifications.  To  be  recognised  as 

an  accredited  herd: 

(1)  All  captive  cervids  in  the  herd  eli- 
gible for  testing  in  accordance  wWi 
f  77.33(f)  must  have  tested  negative  to 
at  least  three  consecutive  official  tu- 
berculosis tests,  conducted  at  &-15 
month  intervals.  However,  captive 
cervids  under  1  year  of  age  that  are  not 

natm-al  additions  to  the  hprd  dn  not 

have  to  be  tested  if  they  were  born  in 
and  originate  firom  an  accredited  herd. 

(2)  The  owner  of  the  herd  must  have 

a  document  issued  by  cooperating 
State  or  Federal  animal  health  offi- 
cials stating  that  the  herd  has  met  the 
reauirements  in  paragraph  (aXD  of  this 
section  and  is  classified  as  an  accred- 
ited herd. 

(b)  Movement  cUlowed.  Except  as  pro- 
vided in  §77.23  with  regard  to  captive 
cervids  that  oritrinate  in  an  accredited- 
free  State  or  zone,  and  except  as  pro- 
vided In  i77.SI  with  regard  to  captive 
cervids  that  originate  in  a  aoBacored- 
ited  State  or  zone,  a  captive  cervid 
from  an  accredited  herd  may  be  moved 
interstate  without  further  tuberculosis 
testing  only  if  It  Is  accompanied  by  a 
certificate,  as  provided  in  § 77.32(c), 
that  includes  a  statement  that  the  cap- 
tive cervid  Is  from  an  aoeredited  herd. 
If  a  group  of  captive  cervids  fTom  an 
accredited  herd  is  being  moved  inter- 
state together  to  the  same  destination, 
all  captive  cervids  in  the  group  may  be 
moved  under  one  certificate. 

(c)  Herd  additions  allowed.  No  captive 
cervid  may  be  added  to  an  accredited 
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herd  except  in  accordance  with  para- 
graphs (c)(4)  and  (c)(5),  and  either  para- 
graph (c)(1),  (c)(2),  or  (c)(3)  of  this  sec- 
tion, as  foUows: 

(1)  The  captive  cervid  to  be  added 
must  be  moved  directly  from  an  ac- 
credited herd; 

(2)  The  captive  cervid  to  be  added 
must  be  moved  directly  f^om  a  quali- 
fied or  monitored  herd  and  must  have 
tested  negative  to  an  official  tuber- 
culosis test  conducted  within  90  days 
prior  to  movement  to  tiie  premises  of 
the  accredited  herd.  Any  captive  cervid 
moved  from  a  qualified  or  monitored 
herd  must  also  be  isolated  from  all 
members  of  the  accredited  herd  until  it 
tests  negative  to  an  official  tuber- 
culosis test  conducted  at  least  90  days 
following  the  date  of  arrival  at  the 
premises  of  the  accredited  herd.  If  a 
group  of  captive  cervids  is  being  moved 
together,  the  entire  group  must  be  iso- 
lated from  all  other  livestock  during 
the  testing  period,  but  captive  cervids 
in  the  group  need  not  be  Isolated  &om 
each  other  during  that  period.  Such 
herd  additions  will  not  receive  status 
as  members  of  the  accredited  herd  for 
purposes  of  Interstate  movement  until 
they  have  tested  negative  to  an  official 
tuberculosis  test  and  have  been  re- 
leased from  isolation;  or 

(3)  If  the  captive  cervid  to  be  added  is 
not  being  moved  directly  from  a  classi- 
fied herd,  the  captive  cervid  must  be 
Isolated  from  all  other  members  of  the 
herd  of  origin  and  must  test  negative 
to  two  official  tuberculosis  tests.  The 
isolation  must  begin  at  the  time  of  the 
first  official  tuberculosis  test.  The 
tests  must  be  conducted  at  least  90 
days  apart,  and  the  second  test  must  be 
conducted  within  90  days  prior  to 
movement  to  the  premises  of  the  ac- 
credited herd.  The  captive  cervid  must 
also  be  isolated  from  all  members  of 
the  accredited  herd  until  it  tests  nega- 
tive to  an  official  tuberculosis  test 
conducted  at  least  90  days  following 
the  date  of  arrival  at  the  premises  of 
the  accredited  herd.  If  a  group  of  cap- 
tive cervids  is  being  moved  together, 
the  entire  group  must  be  Isolated  from 
all  other  animals  during  the  testing  pe- 
riod, but  captive  cervids  in  the  group 
need  not  be  isolated  from  each  other 
during  that  period.  Suoih  herd  additions 
will  not  receive  status  as  members  of 


the  accredited  herd  for  purposes  of 
interstate  movement  until  they  have 
tested  negative  to  an  official  tuber- 
culosis test  and  have  been  released 
from  isolation. 

(4)  A  captive  cervid  to  be  added  must 
not  have  been  exposed  during  the  90 
days  prior  to  its  movement  to  either: 

(1)  A  captive  cervid  ftom  a  herd  with 
a  lower  class^cation  status  than  its 
own;  or 

(ii)  Any  tuberculous  livestock. 

(d)  Maintenance  of  accredited  herd  sta- 
tus. To  maintain  status  as  an  accred- 
ited herd,  the  herd  must  test  negative 
to  an  official  tuberculosis  test  within 
21-27  months  from  the  anniversary  date 
of  the  third  consecutive  test  with  no 
evidence  of  tuberculosis  disclosed  (that 
is,  the  test  on  which  the  herd  was  rec- 
ognized as  accredited  or  the  accred- 
iting test).  Each  time  the  herd  is  tested 
for  reaccreditktion,  it  must  be  tested 
21-27  months  from  the  anniversary  date 
of  the  accrediting  test,  not  from  the 
last  date  of  reaccreditation  (for  exam- 
ple. If  a  herd  is  accredited  on  January 
1  of  a  given  year,  the  sduiiversary  date 
will  be  January  1  of  every  second  year). 
Accredited  herd  status  is  valid  for  24 
months  (730  days)  from  the  anniversary 
date  of  the  acdrediting  test.  If  the  herd 
is  tested  between  24  and  27  months 
after  the  anniversary  date,  its  accred- 
ited herd  status  will  be  suspended  for 
the  interim  betweoi  the  anniversary 
date  and  the  reaccreditation  test.  Dur- 
ing the  suspension  period,  the  herd  will 
be  considered  unclassified"  and  cap- 
tive cervids  may  be  moved  interstate 
from  the  herd  only  in  accordance  with 
the  movement  requirements  for  the 
State  or  zone  in  which  the  herd  is  lo- 
cated. 

§77.36  Interstate     movement  from 
qualified  herds. 

(a)  QualiflcatUms.  To  be  recognised  as 
a  qualified  herd: 

(1)  All  captive  cervids  in  the  herd  eli- 
gible for  testing  in  accordance  with 
§  77.33(f)  must  have  tested  negative  to 
one  official  tuberculosis  test  that  was 
administered  to  the  herd  within  a  7- 
month  period.  However,  captive  cervids 
under  1  year  of  age  that  are  not  natural 
additions  do  not  have  to  be  tested  if 
they  were  bom  In  and  originate  from 
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an  accredited,  qualified,  or  monitored 

herd. 

(2)  The  owner  of  the  herd  must  have 
a  document  Issued  hy  cooperatlngr 

State  and  Federal  animal  health  offi- 
cials stating  that  the  herd  has  met  the 
requirement  in  paragraph  (a)(1)  of  this 
section  and  Is  classified  as  a  qualified 
herd. 

(b)  Movement  allowed.  Except  as  pro- 
vided in  §77.23  with  regai'd  to  captive 
oervlds  that  originate  In  an  aooredlted- 
free  State  or  zone,  and  except  as  pro- 
vided in  §77.31  with  regard  to  captive 
cervids  that  originate  in  a  nonaccred- 
Ited  State  or  zone,  a  captive  cervld 
from  a  qualified  herd  may  be  moved 
interstate  only  if: 

(1)  The  captive  cervid  is  not  known 
to  be  Infected  with  or  exposed  to  tuber- 
culosis; and 

(2)  The  captive  cervid  is  accompanied 
by  a  certificate,  as  i)rovided  in 
§  77.32(c).  that  includes  a  statement 
that  the  captive  cervid  Is  from  a  quali- 
fied herd.  Except  as  provided  in  para- 
graphs (b)(3)  and  (b)(4)  of  this  section, 
the  certificate  must  also  state  that  the 
captive  cervid  has  tested  negative  to 
an  official  tuberculosis  test  conducted 
within  90  days  prior  to  the  date  of 
movement.  If  a  group  of  captive  cervids 
from  a  qualified  herd  is  belnflr  moved 
interstate  together  to  the  same  des- 
tination, all  captive  cervids  in  the 
group  may  be  moved  under  one  certifi- 
cate. 

(3)  Captive  cervids  under  1  year  of 
age  that  are  natural  additions  to  the 
qualified  herd  or  that  were  horn  In  and 
originate  from  a  classified  herd  may 
move  without  testing,  provided  that 
the  certificate  accompanying  them 
States  that  the  captive  cervids  are  nat- 
ural additions  to  the  qualified  herd  or 
were  born  in  and  originated  from  a 
classified  herd  and  have  not  been  ex- 
posed to  captive  cervids  from  an  un- 
classified herd. 

(4)  Captive  cervids  being  moved 
interstate  lor  the  purpose  of  exhibition 
only  may  he  moved  without  testing, 
provided  they  are  return o  i  to  the 
premises  of  origin  no  more  t  han  90  days 
after  leaving  the  premises,  have  no 
contact  with  other  livestock  during 
movement  and  exhibition,  and  are  ac- 
companied by  a  certificate  that  in- 
cludes a  statement  that  the  captive 


9  CFR  Ch.  I  (1-1-03  EcUtion) 

cervid  is  from  a  qualified  herd  and  will 
otherwise  meet  the  requirements  of 
this  paragraph. 

(0)  Herd  addiUona  attowed.  No  captive 
cervid  may  be  added  to  a  qualliHed  herd 
except  in  accordance  with  paragraph 
(c)(4)  and  either  paragraph  (c)(1),  (c)(2), 
or  (c)(3)  of  this  section,  as  follows: 

(1)  The  oax»tive  cervid  to  be  added 
must  be  moved  directly  i^m  an  ac- 
credited herd; 

(2)  The  captive  cervid  to  he  added 
must  he  moved  directly  from  a  quali- 
fied or  monitored  herd  and  must  have 
tested  negative  to  an  official  tuber- 
culosis test  conducted  within  90  days 
prior  to  movement  to  the  premises  of 
the  accredited  herd: 

(3)  If  the  captive  cervid  to  be  added  is 
not  being  moved  directly  from  a  classi- 
fied herd,  the  captive  cervid  must  be 
isolated  from  all  other  animals  in  its 
herd  of  origin  and  must  test  negative 
to  two  official  tuberculosis  tests  prior 
to  movement.  The  isolation  must  begin 
at  the  time  of  the  first  official  tuber- 
culosis test.  The  tests  must  be  con- 
ducted at  least  90  days  apart,  and  the 
second  test  must  be  conducted  within 

90  days  prior  to  movement  to  the  prem- 
ises of  the  qualified  herd.  The  captive 
cervid  must  then  he  kept  in  isolation 
from  all  animals  until  it  tests  negative 
to  an  official  tuberculosis  test  con- 
ducted at  least  90  days  following  the 
date  of  arrival  at  the  premises  of  the 
qualified  herd.  It  a  group  of  captive 
cervids  is  being  moved  totjether.  the 
entire  group  must  be  isolated  from  all 
Other  livestock  during  the  testing  pe- 
riod, but  captive  cervids  in  the  group 
need  not  be  isolated  from  each  other 
during  that  period.  Such  herd  additions 
will  not  receive  status  as  members  of 
the  qualified  herd  for  purposes  of  inter- 
state movement  until  they  have  tested 
negative  to  an  official  tuberculosis  test 
and  been  released  firom  Isolation. 

(4)  A  captive  cervid  to  be  added  must 
not  have  been  exposed  during  the  90 
days  prior  to  its  movement  to  either: 

(1)  A  captive  cervid  from  a  herd  with 
a  lower  classification  status  than  its 
own:  or 

(ii)  Any  tuberculous  livestock, 
(d)  Maintenance  of  qualified  herd  sta- 
tus. To  maintain  status  as  a  qualified 

herd,  the  herd  must  test  negative  to  an 
official  tuberculosis  test  within  9-15 
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months  from  the  anniversary  date  of 
the  first  test  with  no  evidence  of  tuber- 
culosis disclosed  (this  is  the  qualifying 
test).  Each  time  the  herd  is  retested  for 
qualified  status,  it  must  be  tested  9-15 
months  from  the  anniversary  date  of 
the  qualifying  test,  not  from  the  last 
date  of  requaliflcation  (for  example,  if 
a  herd  is  qualified  on  January  1  of  a 
given  year,  the  anniversary  date  will 
be  January  1  of  each  consecutive  year). 
Qualified  herd  status  remains  in  effect 
for  12  months  (966  days)  following  the 
anniversary  date  of  the  qualifying  test. 
Qualified  herd  status  will  be  suspended 
between  the  anniversary  date  and  the 
requalifylng  test,  if  the  herd  is  not 
tested  within  12  months.  During  the 
suspension  period,  the  herd  will  be  con- 
sidered "unclassified '  and  captive 
cervids  may  be  moved  interstate  from 
the  herd  only  In  accordance  with  the 
movement  requirements  for  the  State 
or  zone  in  which  the  herd  is  located. 

S  77.37   Interstate  nKHvemeilft  ftom  mon- 
itored herds. 

(a)  Qualifications.  To  be  recognized  as 
a  monitored  herd: 

(1)  Identification  records  must  be 
maintained  by  the  person,  firm,  or  cor- 
poration responsible  for  the  manage- 
ment of  the  herd  for  as  longr  as  status 
as  a  monitored  herd  is  desired.  Such 
records  must  be  maintained  on  all  cap- 
tive cervids  in  the  herd  that  are 
slaughtered,  inspected,  and  found  nega- 
tive  for  tuberculosis  at  an  approved 
slauK^htering  establishment  or 
necropsied  at  an  approved  diagnostic 
laboratory.  Identification  records  may 
also  include  captive  cervids  firom  the 
herd  that  tested  nesrative  for  tuber- 
culosis in  accordance  with  require- 
ments for  interstate  movement.  No  less 
than  one-half  of  the  captive  cervids  on 
which  records  are  kept  must  be  slaugh- 
ter Inspected;  and 

(2)  A  sufficient  number  of  captive 
cervids  in  the  herd  must  be  slaughter 
insi>ected  or  tested  for  interstate  move- 
ment to  ensure  that  tuberculosis  infec- 
tion at  a  previdence  level  of  2  percent 
or  more  will  be  detected  with  a  con- 
fidence level  of  96  percent.^  A  max- 


3  A  chart  showing  the  immber  of  captive 
cervids  that  must  be  idaoi^ter  Inspected  or 
tested  for  Interstate  movement,  depending 


imum  number  of  178  captive  cervids 
must  be  slaughter  inspected  or  tested 
for  interstate  movement  over  a  3-year 
period  to  meet  this  requirement. 

(b)  Movement  aUowed.  Bzcept  as  pro- 
vided in  §77.23  with  regard  to  captive 
cervids  that  originate  in  an  accredited- 
free  State  or  zone,  and  except  as  pro- 
vided in  §77.81  with  regard  to  captive 
cervids  that  originate  in  a  nonaccred- 
ited  State  or  zone,  a  captive  cervid 
from  a  monitored  herd  may  be  moved 
interstate  only  if: 

(1)  The  captive  cervid  is  not  known 
to  be  infected  with  or  exposed  to  tuber- 
culosis; and 

(2)  The  captive  cervid  is  accompanied 
by  a  certificate,  as  provided  in 
§77.32(0),  that  includes  a  statement 
that  the  captive  cervid  is  from  a  mon- 
itored herd.  Except  as  provided  in  para- 
graph (b)(3)  of  this  section,  the  certifi- 
cate must  also  state  that  the  captive 
cen'id  has  tested  negative  to  an  official 
tuberculosis  test  conducted  within  90 
days  prior  to  the  date  of  movement,  if 
a  group  of  captive  cervids  from  a  mon- 
itored herd  is  being  moved  interstate 
together  to  the  same  destination,  all 
captive  cervids  in  the  group  may  be 
moved  under  one  certificate. 

(3)  Captive  cervids  under  1  year  of 
age  that  are  natural  additions  to  the 
monitored  herd  or  that  were  born  in 
and  originate  firom  a  classified  herd 
may  move  without  testing,  provided 
that  the  certificate  accompanying 
them  states  that  the  captive  cervids 
are  natural  additions  to  the  monitored 
herd  or  were  bom  in  and  originated 
from  a  classified  herd  and  have  not 
been  exposed  to  captive  cervids  from 
an  unclassified  herd. 

(c)  Herd  additions  alUnoed.  No  captive 
cervid  may  be  added  to  a  monitored 
herd  except  in  accordance  with  para- 
graph (c)(4)  and  either  paragraph  (c)(1), 
(c)(2),  or  (c)(3)  of  this  section,  as  fol- 
lows: 

(1)  The  captive  cervid  to  be  added 
must  be  moved  directly  from  an  ac- 
credited herd; 


on  the  size  of  a  herd,  to  meet  this  require- 
ment may  be  obtained  from  the  National 
Animal  Health  Progrrams  staff,  Veterinary 
Services.  APHIS.  1700  River  Roftd  Ihlit  48, 

Riverdale,  MD  20*^^37-1231. 
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(2)  The  captive  cervid  to  be  added 
must  be  moved  directly  from  a  quali- 
fied or  monitored  herd  and  must  have 
tested  negative  to  an  official  tuber- 
culosis test  conducted  within  90  days 
prior  to  movement  to  the  premises  of 
the  monitored  herd;  or 

(3)  If  the  captive  cervid  to  be  added  is 
not  being  moved  directly  from  a  classi- 
iied  herd,  the  captive  cervid  must  be 
isolated  from  all  other  animals  and 
most  test  negative  to  two  official  tu- 
berculosis tests.  The  isolation  must 
begin  at  the  time  of  the  first  official 
tnbercnlosis  test.  The  tests  mnst  be 
conducted  at  least  90  days  apart,  and 
the  second  test  must  be  conducted 
within  90  days  prior  to  movement  to 
the  premises  of  the  monitored  herd. 
The  captive  cervid  must  then  be  kept 
in  isolation  from  all  animals  until  it 
tests  negative  to  an  official  tuber- 
culosis test  conducted  at  least  90  days 
following  the  date  it  arrives  at  the 
premises  of  the  monitored  herd.  If  a 
group  of  captive  cervids  is  being  moved 
togetiier.  the  entire  group  must  be  iso- 
lated from  all  other  animals  during  the 
testing  period,  but  captive  cervids  in 
the  group  need  not  be  isolated  from 
each  other  during  that  period.  Such 
herd  additions  will  not  receive  status 
as  members  of  the  monitored  herd  for 
purposes  of  interstate  movement  until 
they  have  tested  negative  to  an  official 
tuberculosis  test  and  been  released 
from  Isolation. 

(4)  A  captive  cervid  to  be  added  must 
not  have  been  exposed  during  the  90 
days  prior  to  its  movement  to  either: 

(i)  A  captive  cervid  from  a  herd  with 
a  lower  classification  status  than  its 
own;  or 

(11)  Any  tuberculous  livestock. 

(d)  Maintenance  of  monitored  herd  sta- 
tus. The  person,  firm,  or  corporation 
responsible  for  the  management  of  the 
herd  must  submit  an  annual  report  to 
cooperating  State  or  Federal  animal 
health  officials  prior  to  the  anniver- 
sary date  of  classification.  This  report 
must  give  the  number  of  captive 
cer\4ds  currently  in  the  herd;  the  num- 
ber of  captive  cervids  from  the  herd  1 
year  of  age  and  older  identified, 
slaughtered,  and  inspected  at  an  ap- 
proved slaughtering  establishment  or 
necropsied  at  an  approved  diagnostic 
laboratory  during  the  preceding  year; 
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and  the  number  of  captive  cervids  that 
have  tested  negative  for  tuberculosis  in 
accordance  with  interstate  movement 
requirements.  The  number  of  slaughter 
inspections  or  negative  testing  captive 
cervids  reported  in  any  given  year 
must  be  at  least  26  percent  of  the  total 
number  required  over  a  3-year  period  to 
qualify  a  herd  for  monitored  herd  sta- 
tus. During  each  consecutive  3-year  pe- 
riod, 100  percent  of  the  qualifsring  total 
must  be  reported. 

§77.38   Interstate     movement  from 
herd.s  that  are  not  accveditedy  quU- 

fied,  or  monitored. 

The  Administrator  may.  with  the 
concurrence  of  the  cooperating  State 
animal  health  officials  of  the  State  of 

destination,  and  upon  request  in  spe- 
cific cases,  permit  the  movement  of 
captive  cervids  not  otherwise  provided 
for  in  this  part  which  have  not  been 
classified  as  reactors  and  are  not  other- 
wise known  to  be  affected  with  tuber- 
culosis, under  such  conditions  as  the 
Administrator  may  prescribe  in  each 
specific  ca.se  to  prevrnt  th*  spread  of 
tuberculosis.  The  Adniini.sMator  shall 
promptiy  notify   the  appropriate  co- 

operating  State  animal  health  officials 
of  the  State  of  destination  of  any  such 

action. 

in  SB  other  interstate  aupvemeiits. 

(a)  Herds  containing  a  suspect — (1)  The 
suspect,  (i)  A  captive  cervid  classified 
as  a  suspect  on  the  SCT  test  must  be 
quarantined  until  it  is  slaughtered  or 
retested  by  the  OCT  test  or  the  BTB 
test  and  found  negative  for  tuber- 
culosis. Retesting  must  be  as  follows: 

(A)  The  first  OCT  test  must  be  ad- 
ministered within  the  first  10  days  fol- 
lowing the  SCT  test  or,  if  not.  must  be 
administered  at  least  90  days  after  the 
SCT  test.  Tt  the  OCT  test  is  adminis- 
tered within  10  days  of  the  SCT  test, 
the  injection  must  be  on  the  side  of  the 
neck  opposite  the  injection  for  the  SCT 
test. 

(B)  The  sample  for  the  first  BTB  test 
may  not  be  taken  until  at  least  12  days 
after  the  injection  for  the  SCT  test.  It 
is  recommended  that  the  sam|>le  be 
taken  within  30  days  following  the  in- 
jection for  the  SCT  test. 

(ii)  A  captive  cervid  ciasiiilied  as  a 
suspect  on  the  first  CCT  test  or  the 
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first  BTB  test  must  be  quarantined 
until  the  following  has  occurred: 

(A;  A  suspect  on  the  first  CCT  test  is 
tested  with  a  second  CCT  test  at  least 
90  days  after  the  first  CCT  test  and  is 
found  neg-ative  for  tnherculosis:  or 

(B)  A  suspect  on  the  first  BTB  test  is 
tested  with  a  second  BTB  test  and  is 
found  n^ative  for  tnbercnlosis.  It  is 
recommended  that  the  captive  cer^ad 
be  tested  with  the  second  BTB  test 
witMn  60  days  following  the  injection 
for  the  SCT  test. 

(2)  The  remainder  nf  (Jie  herd.  Any 
herd  containing"  a  suspect  to  an  official 
tuberculosis  test  must  be  quarantined 
nntil  the  suspect  is  retested  by  the 
CCT  test  or  the  BTB  test  and  found 
negative  for  tuberculosis,  or  the  sus- 
pect is  inspected  at  slaughter  or 
necropeled  and  found  negative  for  tu- 
berculosis after  histopathology  and 
culture  of  selected  tissues.  If  the  sus- 
pect is  found  negative  for  tuberculosis 
upon  testing,  or  after  slaughter  inspec- 
tion or  necropsy  and  histopathology 
and  culture  of  selected  tissues,  the 
herd  may  be  released  from  quarantine 
and  wlU  return  to  the  herd  classifica- 
tion status  in  effect  before  the  herd 
was  quarantined.  If  the  suspect  is  clas- 
sified as  a  reactor  upon  testing,  or 
after  slaughter  inspection  or  necropsy 
and  histopathology  and/or  culture  of 
selected  tissues,  the  herd  may  be  re- 
leased from  quarantine  only  in  accord- 
ance with  paragraph  (b)  of  this  section 
for  herds  containing  a  reactor. 

(b)  Herds  containinq  a  reactor.  The  fol- 
lowing requirements  apply  to  herds 
containing  a  reactor,  except  for  herds 
that  have  received  captive  cervids  from 
an  affected  herd.  Herds  that  have  re- 
ceived captive  cervids  from  an  affected 
herd  must  be  quarantined  and  tested  in 
accordance  with  paragraph  (e)  of  this 
section. 

(1)  The  reactor.  Captive  cervids  classi- 
fied as  reactors  must  be  quarantined. 

(2)  The  remainder  of  the  herd.  Any 
herd  containing  reactors  must  be  quar- 
antined until  the  reactors  are  slaugh- 
tered or  necropeled  in  accordance  with 
177.40  and: 

fi^  If.  upon  slaughter  Inspection  or 
necropsy,  any  reactors  exhibit  lesions 
oompatible  with  or  suggestive  of  tuber- 
culosis, found  by  histopathology,  with- 
out the  isolation  of  M,  bovis,  the  re- 


mainder of  the  herd  may  be  released 

from  quarantine  in  accordance  with 
the  provisions  of  paragraph  (c)  of  this 

section. 

(ii)  If  M.  bovls  is  isolated  from  any  re- 
actors, the  remainder  of  the  herd  will 
be  considered  an  affected  herd,  and  will 
be  subject  to  the  provisions  for  affected 
herds  In  paragraph  (d)  of  this  section. 

(ill)  If  upon  slaughter  Inspection  or 
necropsy  all  reactors  exhibit  no  gross 
lesions  (NGL)  of  tuberculosis  and  no 
evidence  of  tuberculosis  infection  is 
found  by  histopathology  and  culture  of 
M.  bn^-is  on  specimens  taken  from  the 
NGL  animals,  the  remainder  of  the 
herd  may  be  released  from  quarantine, 
and  captive  cervids  from  the  herd  may 
be  moved  interstate  in  accordance  with 
the  herd  classification  status  in  effect 
before  the  herd  was  quarantined  if  one 
of  the  following  conditions  is  met: 

(A)  The  remainder  of  the  herd  is 
given  a  whole  herd  test  and  Is  found 
negative  for  tuberculosis. 

(B)  The  remainder  of  the  herd  is 
given  a  whole  herd  test,  and  all  reac- 
tors to  the  whole  herd  test  exhibit  no 
gross  le.sions  (NGL)  of  tuberculosis 
upon  slaughter  inspection  or  necropsy 
and  no  evidence  of  tuberculosis  Infeo- 
tlon  is  found  by  histopathology  or  cul- 
ture of  M.  bovis  on  specimens  taken 
from  the  NGL  animals. 

(iv)  If  no  evidence  of  tuberculosis  is 
found  In  any  reactor  upon  slaughter  in- 
spection  or  necropsy,  but  it  is  not  pos- 
sible to  conduct  a  whole  herd  test  on 
the  remainder  of  the  herd,  the  herd  will 
be  evaluated,  based  on  criteria  such  as 
the  testing  history  of  the  herd  and  the 
State  history  of  tuberculosis  infection, 
by  the  DTE  to  determine  whether  the 
herd  may  be  released  from  quarantine. 

(c)  Herds  found  to  have  oh^  lesions  of 
tuberculoftis.  A  herd  in  which  oaptive 
cervids  with  lesions  compatible  with  or 
suggestive  of  tuberculosis  are  found  by 
histopathology  without  the  isolation  of 
M.  hovis  may  be  released  from  quar- 
antine and  return  to  the  herd  classi- 
fication status  in  effect  before  the  herd 
was  quarantined,  with  the  concurrence 
of  the  DTE,  if  the  herd  tests  negative 
to  tuberculosis  on  a  whole  herd  test 
conducted  90  di^  following  the  re- 
moval of  the  lesioned  captive  cervid, 
provided  the  herd  has  not  been  exposed 
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to  M.  boins  during  the  90  days.  To  main- 
tain its  herd  classification  status,  the 
herd  mast  test  negative  to  two  annual 
wliole    herd    tests    beginning  10-12 

months  after  the  herd  is  released  from 
quarantine.  If  any  captive  cervids  in 
the  herd  respond  to  one  of  the  tests, 
the  herd  will  be  subject  to  the  provi- 
sions of  paragraph  (a)  or  fb)  of  this  sec- 
tion. If  the  herd  is  not  given  the  two 
annual  whole  herd  tests,  il  will  become 
an  unclassified  herd. 

(d)  Affected  herds.  A  herd  determined 
to  be  an  affected  herd  must  be  quar- 
antined until  tile  herd  has  tested  nega- 
tive to  three  whole  herd  tests  in  sac- 
cession,  with  the  first  test  given  90 
days  or  more  after  the  last  test  yield- 
ing a  reactor  and  the  last  two  tests 
given  at  Intervals  of  not  less  than  180 
days.  If  the  herd  tests  negrative  to  the 
three  whole  herd  tests,  it  will  be  re- 
leased from  quarantine,  but  will  be 
considered  an  nnolassifled  herd,  and 
captive  cervids  may  only  be  moved 
interstate  from  the  herd  in  accordance 
with  the  movement  requirements  for 
the  State  or  zone  in  which  the  herd  Is 
located.  In  addition,  the  herd  must  be 

given  five  consecutive  annual  whole 
herd  tests  after  release  from  quar- 
antine. (These  five  tests  will  count  to- 
ward qualifying  the  herd  for  herd  clas- 
sification.) As  an  alternative  to  test- 
ing, the  herd  may  be  depopulated. 

(e)  Herds  that  fuwe  received  eapHve 
cervids  from  an  affected  herd.  If  a  herd 
has  received  captive  cervids  from  an  af- 
fected herd,  the  captive  cervids  from 
the  affected  herd  of  origin  will  be  con- 
sidered exposed  to  tuberculosis.  The  ex- 
posed captive  cervids  and  the  receiving 
herd  must  be  quarantined.  The  exposed 
captive  cervids  must  be  slaughtered, 
necropsied.  or  tested  with  the  SCT  test 
by  a  veterinarian  employed  by  the 
State  in  which  the  test  is  administered 
or  employed  by  USDA.  The  BTB  test 
may  be  used  simultaneously  with  the 
SCT  test  as  an  additional  diag-nostic 
test.  Any  exposed  captive  cervid  that 
responds  to  the  SOT  test  or  tests  **M. 
bovis  positive"  or  "equivocal"  on  the 
BTB  test  must  be  classified  as  a  reac- 
tor and  must  be  slaughter  inspected  or 
necropsied.  Any  exposed  captive  cervid 
that  tests  negative  to  the  SCT  test  or 
tests  "avian"  or  "negative"  on  the 
BTB  test  will  be  considered  as  part  of 


9  CFR  Ch.  I  (1-1-03  EcWon) 

the  affected  herd  of  origin  for  purposes 
of  testing,  quarantine,  and  the  five  an- 
nual whole  herd  tests  required  for  af- 
fected herds  in  paragraph  (d)  of  this 

section. 

(1)  If  bovine  tuberculosis  is  confirmed 
in  any  of  the  exposed  captive  cervids 
by  bacterial  isolation  of  M.  bovis,  the 
receiving  herd  will  lie  classified  as  an 
affected  herd  and  will  be  subject  to  the 
provisions  for  affected  herds  in  para- 
graph (d)  of  this  section. 

(2)  If  any  of  the  exposed  captive 
cer\'ids  are  found  to  exhibit  lesions 
compatible  with  or  suggestive  of  tuber- 
culosis, found  by  hlstopathology,  with- 
out the  isolation  of  M.  bovis,  the  receiv- 
ing her  1  -vill  be  subject  to  appropriate 
testing  as  determined  by  the  DTE. 

(3)  If  all  the  exposed  captive  cervids 
test  negative  for  tuberculosis,  the  re- 
ceiving herd  will  be  released  from  quar- 
antine if  it  is  given  a  whole  herd  test 
and  is  found  negative  for  tuberculosis 
and  will  return  to  the  herd  classifica- 
tion in  effBot  before  the  herd  was  quar- 
antined.  In  addition,  the  receiving  herd 
must  be  retested  with  the  SCT  test  1 
year  after  release  from  quarantine  in 
order  for  captive  cervids  from  the  herd 
to  continue  to  be  moved  interstate. 
Supplemental  diagnostic  tests  may  be 
used  if  any  captive  cervids  in  the  herd 
show  a  response  to  the  SCT  test. 

(f)  Source  herds.  A  herd  suspected  of 
being  the  source  of  tuberculous  captive 
cervids  based  on  a  slaughter  traceback 
investigation  must  be  quarantined 
upon  notification  (by  the  person  con- 
ducting the  investigation)  to  the  USDA 
area  veterinarian  in  charge  for  the 
State  in  which  the  herd  resides,  and  a 
herd  test  must  be  scheduled.  If  the  herd 
is  suspected  of  being  the  source  of 
slaughter  captive  cervids  having  le- 
sions of  tuberculosis,  the  herd  test 
must  be  done  by  a  veterinarian  em- 
ployed by  the  State  in  which  the  test  is 
administered  or  employed  by  USDA. 

(1)  If  the  herd  is  identified  as  the 
source  of  captive  cervids  having  lesions 
of  tuberculosis  and  M.  bnvis  has  been 
confirmed  by  bacttMial  Isolation  from 
tiie  slaughter  animal,  all  captive 
cervids  in  the  herd  that  respond  to  the 
SCT  test  must  be  classified  as  reactors. 
If  none  respond  to  the  SCT  test,  the 
herd  may  be  released  from  quarantine 
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and  will  return  to  the  herd  classifica- 
tioii  status  In  effect  before  the  herd 

was  quarantined,  unless  the  DTE 
judges  that  additional  testing  is  appro- 
priate to  ensure  the  herd's  freedom 
from  tnberoaloels. 

(2)  If  the  herd  is  identified  as  the 
source  of  captive  cervids  that  exhibit 
lesions  compatible  with  or  suggestive 
of  tabercnlosls.  found  by 
histopathology.  without  the  isolation 
of  Af.  bovis,  all  captive  cervids  in  the 
herd  that  respond  to  the  SCT  test  must 
be  classified  as  suspects,  and  supple- 
mental tests  must  be  applied. 

(3)  If  the  herd  is  not  identified  as  the 
source  herd,  the  herd  will  be  released 
from  quarantine  If  the  herd  Is  given  a 
whole  herd  test  and  is  found  negative 
for  tuberculosis.  The  herd  will  then  re- 
turn to  the  herd  classification  status  in 
effect  before  the  herd  was  quarantined. 

(g)  Newly  assembled  herds.  (1)  A  newly 
assembled  herd  will  be  classified  as 
having  the  herd  status  of  the  herd  from 
which  the  captive  cervids  originated.  If 
the  herd  is  assembled  fkrom  captive 
cervids  from  more  than  one  herd,  it 
will  be  classified  as  having  the  herd 
status  of  the  originating  herd  with  the 
lowest  status.  A  newly  assembled  herd 
will  also  assume  the  testing  schedulo  of 
the  herd  status  it  is  given.  Captive 
cervids  in  the  herd  must  have  no  expo- 
sure to  captive  cervids  from  a  herd  of 
lesser  status  than  the  herd  of  origin  de- 
termining the  status  of  the  newly  as- 
sembled herd  or  to  any  tuberculous 
livestock. 

(2)  A  herd  newly  assembled  on  prem- 
ises where  a  tuberculous  herd  has  been 
depopulated  must  be  given  two  con- 
secutive annual  whole  herd  tests.  The 
first  test  must  be  administered  at  least 
6  months  after  the  assembly  of  the  new 
herd.  If  the  whole  herd  tests  are  not 
conducted  within  the  indicated  time- 

fhune,  the  herd  will  he  Quarantined.  If 
the  herd  tests  negative  to  the  two 
whole  herd  tests,  there  are  no  further 
requirements.  If  any  captive  cervld  in 
the  herd  responds  on  one  of  the  whole 
herd  tests,  the  herd  will  be  subject  to 
the  proviaions  of  paragraph  (a)  or  (b)  of 
this  section.  If  the  premises  has  been 
vacant  for  more  than  1  year  preceding 
the  assembly  of  the  new  herd  on  the 
premises,  these  requirements  may  be 
waived  if  the  risk  of  tuberculosis  trans- 


mission  to  the  newly  assembled  herd  is 
deemed  negligible  by  cooperating  State 
and  Federal  animal  health  ofQclals. 

§77.40  Procedures  for  and  interstate 
moveoMml  to  nacrepsy  and  timu^^ 

tor. 

fa)  Procedures  for  necropsy  and  slaugh- 
ter. (1)  A  necropsy  must  be  performed 
by  or  under  the  supervision  of  a  veteri- 
narian who  is  employed  by  USDA  or 
employed  by  the  State  in  which  the 
captive  cervid  was  classified,  and  who 
is  trained  in  tuberculosis  necropsy  pro- 
cedures. 

(2)  If.  upon  necropsy,  a  captive  cervid 
is  found  without  evidence  of  M.  bovis 
infection  by  histopathology  and  cul- 
ture, the  captive  cervid  will  be  consid- 
ered negative  for  tuberculosis. 

(3)  Reactors,  suspects,  and  exposed 
captive  cervids  may  be  slaughtered 
only  at  an  approved  slaughtering  es- 
tablishment, as  defined  in  §77.20. 

(b)  Interstate  movement  to  necropsy  or 
slaughter— 0.)  Permit.  Any  reactor,  sus- 
pect, or  exposed  captive  cervid  to  be 
moved  interstate  to  necropsy  or 
slaughter  must  be  accompanied  by  a 
permit  issued  by  a  representative  of 
APHIS,  a  State  representative,  or  an 
accredited  veterinarian.  The  captive 
cervid  mu.st  remain  on  the  premises 
where  it  was  identified  as  a  reactor, 
suspect,  or  exposed  captive  cervid  until 
a  permit  for  its  movement  is  obtained. 
No  stopover  or  diversion  from  the  des- 
tination listed  on  the  permit  is  al- 
lowed. If  a  change  in  destination  be- 
comes necessary,  a  new  permit  must  be 
obtained  from  a  cooperating  State  or 
Federal  animal  health  official  or  an  ac- 
credited veterinarian  before  the  inters 
state  movemtot  begins.  The  permit 
must  list: 

(1)  The  classification  of  the  captive 
cervid  (reactor,  suspect,  or  exposed); 

(11)  The  reactor  eartag  number  or,  for 
suspects  and  exposed  captive  cervids, 
the  official  eartag  or  other  approved 
identification  number; 

(iii)  The  owner's  name  and  address; 

(iv)  The  origin  and  destination  of  the 
captive  cervids; 

(V)  The  number  of  captive  cervids 
covered  by  the'permit;  and 
(vi)  The  purpose  of  the  movement. 

(2)  Identification  of  reactors.  Reactors 
must  be  tagged  with  an  official  eartag 
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attached  to  the  left  ear  and  bearing  a 
serial  number  and  the  inscription  "U.S. 
Reactor,  "  and  either: 

(i)  Branded  with  the  letter  "T**  liigh 
on  the  left  hip  near  the  tailhead  and  at 
least  5  by  5  centimeters  (2  by  2  inches) 
in  size;  or 

(11)  Permanently  Identified  by  the 
letters  **TB**  tattooed  le?ibiy  in  the 
left  ear.  sprayed  on  the  left  ear  with 
yellow  paint,  and  either  accompanied 
directly  to  necropsy  or  slaughter  by  an 
APHIS  or  State  representative  or 
moved  directly  to  necropsy  or  slaugh- 
ter in  a  vehicle  closed  with  ofUciai 
sei^.  Such  official  seals  most  be  ap- 
plied and  removed  by  an  APHIS  rep- 
resentative. State  representative,  ac- 
credited veterinarian,  or  an  individual 
authorized  for  this  purpose  by  an 
APHIS  representative. 

(3)  Identification  of  exposed  captive 
cervids.  Exposed  captive  cervids  must 
be  identified  by  an  official  eartag  or 
other  approved  identification  and  ei- 
ther: 

(i)  Branded  with  the  letter  "S"'  high 
on  the  left  hip  near  the  tailhead  and  at 
least  5  by  5  centimeters  (2  by  2  inches) 
in  size;  or 

(ii)  Either  accompanied  directly  to 
necropsy  or  slaughter  by  an  APHIS  or 
State  representative  or  moved  directly 
to  necropsy  or  slaughter  in  a  vehicle 
closed  with  official  seals.  Such  official 
seals  must  be  applied  and  removed  by 
an  APHIS  representative.  State  rep- 
resentative, accredited  veterinarian,  or 
an  individual  authorized  for  this  pur- 
pose by  an  APHIS  representative. 

§77.41  Cleaning  and  disinfection  of 
premises,  conveyances,  and  mate- 
rials. 

All  conveyances  and  associated 
equipment,  premises,  and  structures 
that  are  used  for  receiving,  holding, 
shipping,  loading^,  unloading,  and  deliv- 
ering captive  cervids  in  connection 
with  their  interstate  movement  and 
that  are  determined  by  cooperating 
State  and  Federal  animal  health  offi- 
cials to  be  contaminated  because  of  oc- 
cupation or  use  by  tuberculous  or  reac- 
tor livestock  must  be  cleaned  and  dis- 
infected under  the  supervision  of  the 
cooperating  State  or  Federal  animal 
health  officials.  Such  cleaning  and  dis- 
infecting must  be  done  in  accordance 


with  the  procedures  approved  by  the 
cooperating-  State  or  Federal  animal 
health  officials.  Cleaning  and  disinfec- 
tion must  be  completed  before  the 
premises,  conveyances,  or  materials 
may  again  be  used  to  convey,  hold,  or 
in  any  way  come  in  contact  with  any 
livestock. 

PART  76— BRUCELLOSIS 

Subpart  A— General  Provisions 

.Sec. 

78.1  Definitions. 

78.2  BandlinBT  of  oertlficates,  permits,  and 
"8"  brand  permits  for  Interstate  move- 
ment of  animals. 

78^  HwDdllng'  in  transit  of  cattle  and  bison 

moved  interstate. 

78.4  [Reserved] 

Subpart     Restrictfont  on  Interstate 
Movwnent  ol  Cottte  Beccme  ol  Baicloiii 

78.5  General  restrictions. 

78.6  Steers  and  spayed  heifers. 

78.7  Brucellosis  reactor  cattle. 

78.8  Bracellosls  exposed  cattle. 

78J  Cattle  flrom  herds  not  known  to  be  af- 
fected. 

78  JO  Offloial  vaoolnatlon  of  oatUe  moving' 
into  and  out  of  OtsM  B  and  dsss  C 
states  or  areas. 

78.11  Oftttle  moved  to  a  spedflcally  ap- 
proved stockyard  not  in  accordaaoe  with 
this  part. 

78.12  Cattle  from  qnarantlned  axeas. 

78.13  Other  movements. 

78.14  Rodeo  bulls. 
78.15-78.19    f  Reserved] 

Subpart  C— Restrictions  on  Interstate 
Movement  of  Bison  Because  of  Brucellosis 

78.20  General  restrictions. 

78.21  Bison  steers  and  spayed  heifers. 

78.22  Bracellosls  reactor  bison. 

78.23  Bnicpllosis  exposed  bison. 

78.24  Bison  from  herds  not  iuiowu  to  be  af- 
fected. 

78.25  Other  movements. 
78.26-78.29  [Reserved] 

Subpart  D— Restrictions  on  Interstate 
Movwmnt  of  Swine  Become  of  Bniceio8l8 

78.30  General  restrictions. 

78.31  Brucellosis  reactor  swine. 

78.32  Brucellosis  exposed  swine. 

78.33  Sows  and  boaxe. 

78.34  Other  movements. 
78.35-78.38  [Reserved] 
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Ami 

78.40  Designation  of  States  areas. 

78.41  State/area  classification. 

78.42  Quarantined  areas. 

78.48  Validated  tnvoeUoaiB-firee  States. 

AUTHORm-:  7  U.S.C.  830^-8306.  8308.  8810. 
8313.  and  8315:  7  CFR  2.22.  2.80.  and  371.4. 

Souxu;s:  51  FR  32580.  Sept.  12.  1966.  unless 
otherwise  noted. 

Subpart  A— GeriMcri  Provisions 

S78.1  DefinidoiM. 

The  following  terms  are  defined  in 
this  section: 

Accredited  veterinarian 

Administrator 

Animals 

Animal  and  Plant  Health  Inspection  Service 

APHIS  representative 
Approved  brucella  vaccine 
Approved  individual  herd  plan 
Approved  intermediate  handling  facility 
Area 

"B>*  branded 
Boar 

Brucellosis 
Brucellosis  exposed 

Brurellosis  negative 
Brucellosis  reactor 
Brucellosis  ring  test 
Brucellosis  suspect 
Certificate 

Certified  bmcelloelB-ftee  herd 

Class  A  State  or  area 
Class  B  State  or  area 
Class  C  State  or  area 
Class  Free  State  or  area 
Complete  herd  test  (CUT) 
Confirmatory  teet 
Dairy  cattle 

Designated  epidemiologist 

Directly 

Epidemiologist 

Epidemiology 

Farm  of  origin 

Feral  swine 

Finished  fed  cattle 

Herd 

Hoj<l  blood  toat 
Herd  known  to  be  affected 
Herd  not  known  to  be  affeoted 
Herd  of  origin  Of  swine 

Interstate 

Market  cattle  Identification  test  cattle 
Market  swine  test  (MST)  reactor 
Market  swine  test  swine 
Monitored-negative  feral  swine  population 

Moved 

Moved  (movement)  in  interstate  commerce 

Official  adult  vaocixiate 

Official  brand  inspection  certificate 


Official  brand  recording  agency 

Ofacial  calfhood  vaccinate 

Official  eartag 

Official  seal 

Official  swine  tattoo 

Official  test 

Official  vaccinate 

Official  vaccination  eai  tag 

Originate 

Parturient 

Permit 

Permit  for  entry 

Person 

Postparturient 

Purebred  registry  association 

Qualified  herd 
Quarantined  area 
Quarantined  feedlot 

Quarantined  pasture 

Recognized  slaughtering  establishment 

**S  '  branded 

"S*'  brand  permit 

Sow 

Specifically  approved  stockyard 

State 

State  animal  health  official 

State  representative 

Successfully  closed  case 

Swine  brucellosis 

Test-eligible  cattle  and  bison 

United  States  Department  of  Agriculture 

back tag 
Validated  brucello.^i-  five  herd 
Validated  hrvii •(••llo.-i^-t'M'e  State 
Vetenuai  lau  in  Charge 

Whole  herd  vaooinatlon 

As  used  in  this  part,  the  following 
terms  shall  have  the  meanings  set 

forth  in  this  section. 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
In  accordance  with  the  proyisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1,  2,  3,  and  11  of 
subchapter  A,  and  subchapters  B,  C, 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
State-Federal  disease  control  and 
eradication  programs. 

Administmtor.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animals.  Cattle,  bison,  and  swine. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Inspection  Senrice  of  the  United 
States  Department  of  Agriculture. 

APHIS  representative.  An  individual 
employed  by  APHIS  who  is  authorized 
to  perform  the  Amotion  Involved. 

Approved  Imtcella  vaccine.  A  Brucella 
product  approved  by  and  produced 
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under  license  of  the  United  States  De- 
partment of  Agriculture  for  injection 
into  cattle  or  bison  to  enhance  their 
refllfltance  to  brncelloslB. 

Approved  individual  herd  plan.  A  herd 
manag^ement  and  testing  plan  designed 
by  the  herd  owner,  the  owner's  veteri- 
narian if  80  requested,  and  a  State  rep- 
resentative  or  APHIS  representative  to 
determine  the  disease  status  of  animals 
in  the  herd  and  to  control  and  eradi- 
cate brucellosis  within  the  herd.  The 
plan  must  be  jointly  approved  by  the 
State  animal  health  official  and  the 
Veterinarian  in  Charge. 

Approved  intermedial  handiing  facil- 
ity. Premises  approved  by  the  Adminis- 
trator and  the  State  animal  health  of- 
ficial for  receiving  and  handling  cattle 
and  bison  for  release  only  to  recognized 
slaughtering  establishments  and  qoar- 
antined  feedlots.  Cattle  and  bison  may 
be  held  at  an  approved  intermediate 
handling  facility  for  a  maximnm  of  7 
days  and  may  not  change  ownership 
duriiiir  this  time.  No  cattle  or  bison, 
except  cattle  or  bison  moved  directly 
from  a  farm  of  origin,  shall  be  per- 
mitted to  enter  an  approved  inter- 
mediate handling  facility  unless  they 
are  accompanied  by  a  permit  or  "S" 
brand  permit.  Cattle  or  bison  trans- 
ported in  vehicles  closed  with  official 
seals  are  prohibited  from  entering  the 
approved  intermediate  handling  facil- 
ity. No  cattle  or  bison  shall  be  per- 
mitted to  leave  an  approved  inter- 
mediate handling  facility  unless  they 
are  accompanied  by  a  permit  or  "S" 
brand  permit  which  lists  a  recognized 
slaughtering  establishment  or  a  quar- 
antined feedlot  as  the  point  of  destina- 
tion. To  qualify  for  and  retain  ap- 
proval, the  following  conditions  must 
be  met:  (a)  The  facility  must  be  sepa- 
rate and  apart  from  other  livestock 
handling  facilities  for  breeding  cattle 
and  breeding  bison;  (b)  Serviceable 
equipment  for  cleaning  and  disinfec- 
tion shall  be  furnished  and  maintained 
with  adequate  disinfectant  on  hand;  (c) 
The  facility  must  be  cleaned  and  dis- 
infected in  accordance  with  §  71.4(a)  of 
this  chapter;  (d)  Any  document  relat- 
ing to  cattle  or  bison  which  are  or  have 
been  in  the  facility  shall  be  maintained 
by  the  facility  for  a  period  of  1  year;  (e) 
State  representatives  and  APHIS  rep- 
resentatives shall  be  granted,  at  rea- 
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sonable  hours,  access  to  all  documents 
required  to  be  maintained  by  the  facil- 
ity and  authority  to  reproduce  the  doc- 
oments;  and  (f)  Each  entrance  and  «zit 
to  the  facility  must  prominently  dis- 
play a  sign  bearing  the  following 
words:  ''All  cattle  and  bison  entering 
this  facility  mnst  go  directly  to 
slaughter  or  a  quarantined  feedlot". 
The  Administrator  may  withdraw  or 
deny  approval  of  any  intermediate  han- 
dling facility  in  accordance  with  §  71.20 
of  this  chapter. 

Area.  That  portion  Of  any  State 
which  has  a  separate  brucellosis  classi- 
fication under  this  part. 

"B"  branded.  Branding  with  a  hot 
iron  the  letter  "B"  high  on  the  left  hip 
near  the  tailhead  and  at  least  5  by  5 
centimeters  (2  by  2  inches)  in  size. 

Boar.  An  uncastrated  male  swine  6 
months  of  age  or  over  whltih  Is  or  luui 
been  capable  of  being  used  for  breeding 
purposes. 

Brucellosis.  The  contagious,  infec- 
tious,   and    communicable  disease 

caused  by  ba<  tt  l  ia  of  the  genus 
Brucella.  It  is  also  known  as  Bangs  dis- 
ease, undulant  fever,  and  contagious 
abortion. 

Brucellosis  exposed.  Except  for  brucel- 
losis reactors,  animals  that  are  part  of 
a  herd  known  to  be  affected,  or  are  in 
a  quarantined  feedlot  or  a  quarantined 
pasture,  or  are  brucellosis  suspects,  or 
that  have  been  in  contact  with  a  bru- 
cellosis reactor  for  a  period  of  24  hours 
or  more,  or  for  a  period  of  less  than  24 
hours  if  the  brucellosis  reactor  has 
aborted,  calved,  or  farrowed  within  the 
past  30  days  or  has  a  vaginal  or  uterine 
discharge. 

Brucettosis  negative.  An  animal  sub- 
jected to  one  or  more  official  tests  re- 
sultiner  in  a  brucellosis  negative  classi- 
fication or  reclassified  as  brucellosis 
negative  by  a  designated  epidemiolo- 
gist as  provided  for  in  the  definition  of 
official  test. 

Brucellosis  reactor.  An  animal  sub- 
jected to  an  official  test  resulting  in  a 
brucellosis  reactor  classification  or 
subjected  to  a  bacteriological  examina- 
tion for  field  strain  Brucella  abortus  and 
found  positive  or  reclassified  as  a  bm- 
oellosls  reactor  by  a  designated  ejd- 
demiologist  as  provided  for  in  the  defi- 
nition of  official  test. 
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Brucellosis  ring  test.  The  braoellosis 
rine:  test  is  conducted  on  composite 
milk  or  cream  samples  from  dairy 
herds  and  is  interpreted  as  either  nega- 
tive or  soBiiicioiii  (poiitive).  Herds 
which  are  negative  to  the  brucellosis 
riny  test  and  which  are  not  quar- 
anLined  as  bruceiiosia  affected  are  clas- 
sified as  braoellcMEds  negative  for  public 
health  ordinances  and  surveillance  pur- 
poses. Herds  classified  as  suspicious  re- 
quire a  herd  blood  test  to  determine 
animal  and  herd  status. 

Brucettoais  suspect.  An  animal  sub- 
jected to  an  official  test  resulting:  in  a 
brucellosis  suspect  classification  or  re- 
classified as  a  brucellosis  su8i>ect  by  a 
designated  epidemiologist  as  provided 
for  in  the  definition  of  official  test. 

Certificate.  An  official  document 
issued  by  an  APHIS  representative, 
state  representative,  or  accredited  vet- 
erinarian at  the  point  of  origin  of  an 
interstate  movement  of  animals. 

(a)  The  certificate  must  show  the  of- 
ficial eartag  number.  Individual  animal 
register  breed  association  registration 
tattoo,  individual  animal  registered 
breed  association  registration  brand, 
individual  animal  registered  breed  as- 
sociation registration  number,  or  simi- 
lar individual  identification  of  each 
animal  to  be  moved:  the  number  of  ani- 
mals covered  by  the  certificate;  the 
purpose  for  which  the  animals  are  to  be 
moved:  the  points  of  origin  and  des- 
tination: the  consignor;  and  the  con- 
signee. Ownership  brands  may  be  used 
In  place  of  Individual  animal  identi- 
fication on  certificates  for  cattle 
moved  interstate  when  no  official  test 
for  brucellosis  is  required  under  this 
part,  provided  the  ownership  brands 
are  registered  with  the  official  brand 
recording  agency.  Except  as  provided 
in  paragraphs  (b)  and  (ct  of  this  defini- 
tion, all  of  the  information  required  by 
this  paragraph  must  be  typed  or  writ- 
ten on  the  certificate. 

(b)  As  an  alternative  to  typing  or 
writing  individual  animal  identifica- 
tion on  a  certificate,  another  document 
may  be  used  to  provide  this  informa- 
tion, but  only  under  the  following  con- 
ditions: 

(1)  The  document  must  be  a  state 

form  or  APHIS  form  that  requires  indi- 
vidual identification  of  animals; 


(2)  A  legible  copy  of  the  document 
must  be  stapled  to  the  original  and 
each  copy  of  the  certificate; 

(3)  Each  copy  of  the  document  must 
identify  each  animal  to  be  moved  with 
the  certificate,  but  any  information 
pertaining  to  other  animals,  and  any 
unused  space  on  the  document  for  re- 
cording animal  identification,  most  be 
crossed  out  in  ink:  and 

(4)  The  following  information  must 
be  written  in  ink  in  the  identification 
column  on  the  original  and  each  copy 
of  the  certificate  and  must  be  circled 
or  boxed,  also  in  ink.  so  that  no  addi- 
tional information  can  be  added: 

(i)  The  name  of  the  document;  and 
(li)  Either  the  serial  number  on  the 
document  or.  if  the  document  is  not 
imprinted  with  a  serial  number,  both 
the  name  of  the  person  who  prepared 
the  document  and  the  date  the  docu- 
ment was  signed. 

(c)  As  an  alternative  to  typing  or 
writing  ownei^p  brands  on  a  certifi- 
cate, an  official  brand  inspection  cer- 
tificate may  be  used  to  provide  this  in- 
formation, but  only  under  the  fol- 
lowing conditions: 

(1)  A  legible  copy  of  the  official  brand 
inspection  certificate  must  be  stabled 
to  the  original  and  each  copy  of  the 

certificate; 

(2)  Bach  copy  of  the  official  brand  in- 
spection certificate  must  show  the 
ownership  brand  of  each  animal  to  be 
moved  with  the  certificate,  bat  any 
other  ownership  brands,  and  any  un- 
used space  for  recording  ownership 
brands,  must  be  crossed  out  in  ink; 

(3)  The  folldwing  information  must 
be  written  in  Ink  in  the  identification 
column  on  the  original  and  each  copy 
of  the  certificate  and  must  be  circled 
or  boxed,  also  in  ink,  so  that  no  addi- 
tional information  can  be  added: 

fi)  The  name  of  the  attached  docu- 
ment; and 

(11)  Bither  the  serial  number  on  the 
official  brand  inspection  certificate  or. 
if  the  official  brand  inspection  certifi- 
cate is  not  Imprinted  with  a  serial 
number,  both  the  name  of  the  person 
who  larepared  the  official  brand  inspec- 
tion certificate  and  the  date  it  was 
signed. 

Certified  bruoeUosis-firee  herd.  A  herd 
of  cattle  or  bison  which  has  qualified 
for  and  whose  owner  has  been  issued  a 
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cerldfled  brucello8i»-free  herd  certifi- 
cate signed  by  the  appropriate  State 
animal  health  official  and  the  Veteri- 
narian in  Charge. 

(a)  Certification.  Either  of  the  fol- 
lowingr  two  methods  may  be  used  to 
qualify  a  herd: 

(1)  In  the  case  of  dairy  cattle,  by  con- 
dncting  a  minimum  of  four  consecutive 
neprative  brucellosis  ring  tests  at  not 
less  than  90-day  intervals,  followed  by 
a  negative  herd  blood  test  within  90 
days  after  the  last  negative  bmcellosls 
ring  test;  or 

(2)  By  conducting  at  least  two  con- 
secutive negative  herd  blood  tests  not 
less  than  10  months  nor  niore  than  14 
months  apart. 

(b)  Maintaining  certification.  Certified 
brucellosis-free  herd  status  will  remain 
in  effect  for  1  year  beginning  with  the 
date  of  issuance  of  the  certified  brucel- 
losis-free herd  certificate.  A  negative 
herd  blood  test  must  be  conducted 
within  10  to  12  months  of  the  last  cer- 
tification date  for  continuous  status. 
Lapsed  certification  may  be  reinstated 
if  a  herd  blood  test  is  conducted  within 
14  months  of  the  last  oertifioation  date. 
A  new  recertification  test  date  may  be 
established  if  requested  by  the  owner 
and  if  the  herd  is  negative  to  a  herd 
blood  test  on  that  date,  provided  that 
date  is  within  1  year  of  the  previous 
certification  date.  A  herd  which  loses 
certified  brucellosis-free  herd  status 
because  a  bmcellosis  reactor  is  found 
In  the  herd  may  be  recertified  only  by 
repeating-  the  certification  process,  ex- 
cept that  certified  brucellosis-free  herd 
status  may  be  reinstated  without  re- 
peatinp:  the  certification  process  if  epi- 
demiological studies  and  bacterio- 
logical cultures  conducted  by  an 
APHIS  representative  or  State  rep- 
resentative show  that  the  herd  was  not 
affected  with  field  strain  Brucella  abor- 
tus. 

dasa  A  State  or  area.  A  State  f»r  area 

which  meets  standards  for  classifica- 
tion as  a  Class  A  State  or  area  and  is 
certified  as  such  on  initial  classifica- 
tion or  on  reclassification  by  the  State 
animal  health  official,  the  Veteri- 
narian in  Charge,  and  the  Adminis- 
trator. Any  reclassification  will  be 
made  in  accordance  with  S  78.40  of  this 
part.  The  followinir  are  the  standards 
to  attain  and  maintain  Class  A  status. 


(a)  Surveillance — (1)  Brucellosis  ring 
test.  The  brucellosis  ring  test  shall  be 
conducted  in  the  State  or  area  at  least 
four  times  per  year  at  approximately 
90-day  intervals.  All  herds  producing 
milk  for  sale  shall  be  included  in  at 
least  three  of  the  four  brucellosis  ring 
tests  per  year. 

(3)  Market  Cattle  IdentifioaUon  (MCI) 
program — (i)  Coverage.  All  recognized 
slaughtering  establishments  in  the 
State  or  area  must  participate  in  the 
Md  program.  Blood  samples  shall  be 
collected  from  at  least  05  percent  of  all 
cows  and  bulls  2  years  of  age  or  over  at 
each  recognized  slaughtering  establish- 
ment and  subjected  to  an  official  test; 

(ii)  Brucettotia  reaetor$—iA) 
Tracchacks.  At  least  90  percent  of  all 
brucellosis  reactors  found  in  the  course 
of  MCI  testing  must  be  traced  to  the 
farm  of  origin. 

(B)  SuooeaifuUiy  closed  cases.  The  State 
or  area  must  successfully  close  at  least 
95  percent  of  the  MCI  reactor  cases 
traced  to  the  farm  of  origin  during  the 
12-consecutlve-month  period  inune- 
diately  prior  to  the  most  recent  anni- 
versary of  the  date  the  State  or  area 
was  classified  Class  A.  To  snocessfully 
close  an  Md  reactor  case.  State  rep- 
resentatives or  APHIS  representatives 
must  conduct  an  epidemiologic  inves- 
tigation at  the  farm  of  origin  within  15 
days  after  notification  by  the  coopera- 
tive State-Federal  laboratory  that  bru- 
cellosis reactors  were  found  on  the  MCI 
test.  Herd  blood  tests  must  be  con- 
ducted or  the  herd  must  be  confined  to 
the  premises  under  quarantine  within 
30  days  after  notification  that  brucel- 
losis reactors  were  found  on  the  MCI 
test,  unless  a  designated  epidemiolo- 
gist determines  that: 

(1)  The  brucellosis  reactor  is  located 
in  a  herd  in  a  different  State  than  the 
State  where  the  MOI  blood  sample  was 
collected.  In  such  cases  a  State  rep- 
resentative or  APHIS  representative 
must  give  written  notice  of  the  MCI 
test  results  to  the  State  animal  health 
official  in  the  State  where  the  brucel- 
losis reactor  is  located;  or 

(2)  Evidence  indicates  that  the  bru- 
cellosis reactor  is  from  a  herd  that  no 
longer  presents  a  risk  of  spreading  bru- 
cellosis,  or  is  from  a  herd  that  is  un- 
likely to  be  infected  with  brucellosis. 


252 


Digitized  by  Gopgle 


Animal  and  Pkmt  HeoHh  Inspection  Service,  USDA 


§78.1 


Such  evidence  could  Include,  bnt  is  not 
limited  to,  situations  where: 

(1)  The  brucellosis  reactor  is  traced 
tiack  to  a  herd  that  has  been  sold  for 
slaughter  in  entirety; 

(ii)  The  brucellosis  reactor  is  traced 
back  to  a  herd  that  is  certified  brucel- 
losis free  and  is  100-percent  vaccinated; 
or 

(Hi)  The  brucellosis  reactor  showed  a 
low  titer  in  the  MCI  test  and  is  traced 
back  to  a  dairy  herd  that  is  100  percent 
yacclnated  and  has  tested  negative  to 
the  most  recent  brucellosis  ring  test 
required  by  this  section  for  herds  pro- 
ducing milk  for  sale. 

(8)  Epidemiologic  survefUance— <i)  Adfa" 
cent  herds.  All  adjacent  herds  or  other 
herds  having  contact  with  cattle  in  a 
herd  known  to  be  affected  shall  have  an 
approved  Individual  herd  plan  in  effect 
within  15  days  of  notification  of  brucel- 
losis In  the  herd  known  to  be  affected; 
(ii)  Epidemiologically  traced  herds.  All 
herds  from  which  cattle  are  moved  Into 
a  herd  known  to  be  affected  and  all 
herds  which  have  received  cattle  from 
a  herd  known  to  be  affected  shall  have 
an  approved  ixulividiial  herd  plan  in  ef- 
fect within  15  days  of  locating  the 
source  herd  or  recipient  herd,  (iii )  Each 
State  shall  ensure  that  such  approved 
Indivldnal  herd  plans  are  c^ectively 
complied  with,  as  determined  by  the 
Administrator. 

(b)  Herd  infection  rate — (1)  Percentage 
of  herds  affected.  States  or  areas  must 
Bot  exceed  a  cattle  herd  infection  rate, 
based  on  the  number  of  herds  found  to 
have  brucellosis  reactors  within  the 
State  or  area  during  any  12  consecutive 
months  due  to  field  strain  BmceUa 
abortus,  of  0.25  percent  or  2.5  herds  per 
1.000,  except  in  States  with  10.000  or 
fewer  herds.  A  special  review  by  the 
Adndalstrator  will  be  made  to  deter- 
mlBe  if  such  small  herd  population 
States  would  qualify  for  Class  A  status. 
Locations  of  herds,  sources  of  turuoel- 
losis,  and  bruoellosis  control  measores 
taken  by  the  State  will  be  considered. 

(2)  Epidemiologic  investigation.  Within 
15  days  after  notification  by  the  coop- 
erative State-Federal  laboratory  that 
brucellosis  reactors  have  been  found  in 
any  herd.  State  representatives  or 
APHIS  representatives  shall  inves- 
tigate that  herd  to  identify  possible 
sources  of  brucellosis.  All  possible 


sources  of  brucellosis  identified  shall 
be  contacted  within  an  additional  15 
days  to  determine  appropriate  action. 

(3)  All  herds  known  to  be  aiiected 
shall  have  lipproved  individual  herd 
plans  in  effect  within  15  days  after  no- 
tification by  a  State  representative  or 
APHIS  representative  of  a  brucellosis 
reactor  in  the  herd.  Each  State  shall 
ensure  that  such  approved  individual 
herd  plans  are  effectively  complied 
with,  as  determined  by  the  Adminis- 
trator. 

Class  B  State  or  area.  A  State  or  area 

which  meets  standards  for  classifica- 
tion as  a  Class  B  State  or  area  and  is 
certified  as  such  on  initial  classifica- 
tion or  on  reclassification  by  the  State 
animal  health  official,  the  Veteri- 
narian in  Charge,  and  the  Adminis- 
trator. Any  reclassification  will  be 
made  in  accordance  with  §78.40  of  this 
part.  The  following  are  the  standards 
to  attain  and  maintain  Class  B  status. 

(a)  Surveillance — (1)  Brucellosis  ring 
test.  The  brucellosis  ring  test  shall  be 
conducted  in  the  State  or  area  at  least 
four  times  per  year  at  approximately 
90-day  intervals.  All  herds  producing 
milk  for  sale  shall  be  included  in  at 
least  three  of  the  four  brucellosis  ring 
tests  per  year. 

(2)  Market  Cattle  Identification  (MCI) 
program — (i)  Coverage.  All  recognized 
slaughtering  establishments  in  the 
State  or  area  must  participate  in  the 
MCI  program.  Blood  samples  shall  be 
collected  from  at  least  95  percent  of  all 
cows  and  bulls  2  years  of  age  or  over  at 
each  recognised  slaughtering  establish- 
ment and  subjected  to  an  official  test; 

(ii)  Brucellosis  rrartnrs — (A) 

Tracebacks.  At  least  80  percent  of  all 
brucellosis  reactors  found  in  the  course 
of  lid  testing  must  be  traced  to  the 
farm  of  origin. 

(B)  Successfully  closed  cases.  The  State 

or  area  must  successfully  close  at  least 
M  feroent  of  the  MCI  reactor  cases 

traced  to  the  farm  of  origin  durln^r  the 
12-consecutive-month  period  imme- 
diately prior  to  the  most  recent  anni- 
versary of  the  date  the  State  or  area 
was  classified  Class  B.  To  successfully 
close  an  MCI  reactor  case.  State  rep- 
resentatives or  APHIS  representatives 
must  conduct  an  epidemiologic  inves- 
tigation at  the  fBunn  of  origin  within  30 
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days  after  notification  by  the  coopera- 
tive State-Federal  laboratory  that  bru- 
cellosis reactors  were  found  on  the  MCI 
test.  Herd  blood  tests  mast  be  con- 
ducted or  the  berd  must  be  confined  to 
the  premises  under  quarantine  within 
30  days  after  notification  that  brucel- 
losis reactors  were  found  on  the  MCI 
test,  unless  a  designated  eiildemlolo- 
gist  determines  that : 

(i)  The  brucellosis  reactor  is  located 
in  a  herd  in  a  different  State  than  the 
State  where  the  Md  blood  sample  was 
collected.  In  such  cases  a  State  rep- 
resentative or  APHIS  representative 
must  give  written  notice  of  the  MCI 
test  results  to  the  State  animal  health 
official  in  the  State  where  the  brucel- 
losis reactor  is  located;  or 

(Z)  Evidence  indicates  that  the  bru- 
cellosis reactor  is  from  a  herd  that  no 
longrer  presents  a  risk  of  spreading  bru- 
cellosis, or  is  from  a  herd  that  is  un- 
likely to  be  infected  with  brucellosis. 
Such  evidence  could  include,  but  is  not 
limited  to.  situations  where: 

(i)  The  brucellosis  reactor  is  traced 
back  to  a  herd  that  has  been  sold  for 
slaughter  in  entirety; 

(ii)  The  brucellosis  reactor  is  traced 
back  to  a  herd  that  is  certified  brucel- 
losis ft<ee  and  is  100-percent  vaccinated; 
or 

(Hi)  The  brucellosis  reactor  showed  a 
low  titer  in  the  MCI  test  and  is  traced 
back  to  a  dairy  herd  that  is  100  percent 
vaccinated  and  has  tested  negative  to 
the  most  recent  brucellosis  ring  test 
required  by  this  section  for  herds  pro- 
ducing milk  for  sale. 

(3)  Epidemioloffic  surveillance — (i)  Adja- 
cent herds.  All  adjacent  herds  or  other 
herds  having  contact  with  cattle  in  a 
herd  known  to  be  affected  shall  have  an 
approved  individual  herd  plan  in  effect 
within  45  days  of  notification  of  brucel- 
losis in  the  herd  known  to  be  affected; 
(ii)  Epidemiologically  traced  herds.  All 
herds  f^om  which  cattle  are  moved  into 
a  herd  known  to  be  affected  and  all 
herds  which  have  received  cattle  from 
a  herd  known  to  be  affected  shall  have 
an  approved  individual  herd  plan  in  ef- 
fect within  45  days  of  locating  the 
source  herd  or  recipient  herd,  (ill)  Each 
State  shall  ensure  that  such  approved 
individual  herd  plans  are  effectively 
complied  with,  as  determined  by  the 
Administrator. 


(b)  Herd  infection  rate — (1)  Percentage 
of  herds  affected.  States  or  areas  must 
not  exceed  a  cattle  herd  infection  rate, 
based  on  the  number  of  herds  f otmd  to 
have  bmoellosis  reactors  within  tiie 
State  or  area  during  any  12  consecutive 
months  due  to  field  strain  Brucella 
abortus,  of  1.5  percent  or  15  herds  per 
1,000,  except  in  States  with  1,000  or 
fewer  herds.  A  special  review  by  the 
Administrator  will  be  made  to  deter- 
mine if  such  small  herd  population 
States  would  qualify  for  Class  B  status. 
Locations  of  herds,  sources  of  brucel- 
losis, and  brucellosis  control  measures 
taken  by  the  State  will  be  considered. 

(2)  EpidemioUtgic  investigation.  Within 
45  days  after  notification  by  the  coop- 
erative State-Federal  laboratory  that 
brucellosis  reactors  have  been  found  in 
any  herd.  State  representatives  or 
APHIS  representatives  shall  inves- 
tigate that  herd  to  identify  possible 
sources  of  brucellosis.  All  possible 
sources  of  brucellosis  identified  shall 
be  contacted  within  an  additional  30 
days  to  determine  appropriate  action. 

(3)  All  herds  known  to  be  affected 
shall  have  approved  individual  hrad 

plans  in  effect  within  IFi  days  aftfr  no- 
tification by  a  State  representative  or 
APHIS  representative  of  a  brucellosis 
reactor  in  the  herd.  Each  State  shall 
ensure  that  such  approved  individual 
herd  plans  are  effectively  complied 
with,  as  determined  by  the  Adminis- 
trator. 

Class  C  State  or  area.  A  State  or  area 
which  meets  standards  for  classifica^ 
tion  as  a  Class  C  State  or  area  and  is 
certified  as  such  on  initial  classifica- 
tion or  on  reclassification  by  the  State 
animal  health  official,  the  Veteri- 
narian in  Chaise,  and  the  Adminis- 
trator. Any  reclassification  will  be 
made  in  accordancf^  with  §78.40  of  this 
part.  The  following  are  the  standards 
to  attain  and  maintain  Glass  O  status. 

(a)  .Surveillance— (1)  Brucellosis  ring 
test.  The  brucellosis  ring  test  shall  be 
conducted  in  the  state  or  area  at  least 
four  times  per  year  at  approximately 
90-day  intervals.  .Ml  herds  producing 
milk  for  sale  shall  be  included  in  at 
least  three  of  the  four  brucellosis  ring 
tests  per  year. 

(2)  Market  Cottle  lOenUficatUm  (MCI) 
program — (i)  Coverage .  All  recognized 
slaughtering   establishments   in  the 
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state  or  area  mufit  participate  in  the 
MCI  program.  Blood  samples  sball  be 

collected  from  at  least  95  percent  of  all 
cows  and  bulls  2  years  of  age  or  over  at 
each  recognized  slaughtering  establish- 
ment and  subjected  to  aa  official  test; 

(11)  Brucellosis  reactors — (A) 
Tracebacks.  At  least  80  percent  of  all 
brucellosis  reactors  found  in  the  course 
of  MCI  testing  must  be  traced  to  the 
farm  of  origin. 

(B)  Successfully  closed  cases.  The  State 
or  area  must  successfully  close  at  least 
90  percent  of  the  MCI  reactor  cases 
traced  to  the  farm  of  origin  during  the 
12-consecutive-month  period  imme- 
diately prior  to  the  most  recent  annl< 
versary  of  the  date  the  State  or  srea 
was  classified  Class  C.  To  successfully 
close  an  MCI  reactor  case.  State  rep- 
resentatives or  APHIS  representatives 
most  conduct  an  epidemiologic  inves^ 
tigation  at  the  farm  of  origin  within  30 
days  after  notification  by  the  coopera- 
tive State-Federal  laboratory  that  bru- 
cellosis reactors  were  found  on  the  MCI 
test.  Herd  blood  tests  must  be  con- 
ducted or  the  herd  must  be  confined  to 
the  premises  under  quarantine  within 
30  days  after  notification  that  brucel- 
losis reactors  were  found  on  the  MCI 
test,  unless  a  designated  epidemiolo- 
gist determines  that: 

(1)  The  brucellosis  reactor  is  located 
in  a  herd  in  a  different  State  than  the 
State  where  the  MCI  blood  sample  was 
collected.  In  such  cases  a  State  rep- 
resentative or  APHIS  representative 
must  give  written  notice  of  the  MCI 
test  results  to  the  State  animal  health 
official  in  the  State  where  the  brucel- 
losis reactor  ia  located;  or 

(2)  Evidence  indicates  that  the  bm- 
cellosis  reactor  is  from  a  herd  that  no 
longer  presents  a  risk  of  spreading  bru- 
cellosis, or  is  from  a  herd  that  is  un- 
likely to  be  infected  with  brucellosis. 
Such  evidence  could  include,  but  is  not 
limited  to.  situations  where: 

(i)  The  brucellosis  reactor  is  traced 
back  to  a  herd  that  has  been  sold  for 
slaughter  in  entirety; 

(ii)  The  brucellosis  reactor  is  traced 
back  to  a  herd  that  is  certified  brucel- 
losis free  and  is  100-percent  vaccinated: 
or 

(Hi)  The  brucellosis  reactor  showed  a 
low  titer  in  the  MCI  test  and  is  traced 
back  to  a  dairy  herd  that  is  100  perc«it 


vaccinated  and  has  tested  negative  to 
the  most  recent  bruceUosis  ring  test 

required  by  this  section  for  herds  pro- 
ducing milk  for  sale. 

(3>  Epide7niologic  surveillance— (i)  Adja- 
cent herds.  All  adjacent  herds  or  other 
herds  having  contact  with  cattle  in  a 
herd  known  to  be  affected  shall  have  an 
approved  individual  herd  plan  in  effect 
within  45  days  of  notification  of  brucel- 
losis in  the  herd  known  to  be  affected; 
(ii)  Epidemiologically  traced  herds.  All 
herds  from  which  cattle  are  moved  into 
a  herd  known  to  be  affected  and  all 
herds  which  have  received  eattle  ftom 
a  herd  known  to  be  affected  shall  have 
an  approved  individual  herd  plan  in  ef- 
fect within  45  days  of  locating  the 
source  herd  or  recipient  herd,  (ill)  Each 
state  shall  ensure  that  such  approved 
individual  herd  plans  are  effectively 
complied  with,  as  determined  by  the 
Administrator. 

<b)  Herd  infecHon  rate— (1)  Percentage 
of  herds  affected.  States  or  areas  exceed 
a  cattle  herd  infection  rate,  based  on 
the  number  of  herds  found  to  have  bru- 
cellosis reactors  within  the  State  or 
area  during  any  12  consecutive  months 
due  to  field  strain  Brucella  abortus,  of 
1.5  percent  or  15  herds  per  1,000,  except 
in  States  with  1,000  or  fewer  herds.  A 
special  review  by  the  Administrator 
will  be  made  to  determine  if  such  small 
herd  population  States  should  be  clas- 
sified as  a  Class  C  State.  Locations  of 
herds,  sources  of  brucellosis,  and  bru- 
cellosis control  measures  taken  by  the 
State  will  be  considered. 

(2)  Epidemiologic  investigation.  Within 
45  days  after  notification  by  the  ooop' 
erative  State-Federal  laboratory  that 
brucellosis  reactors  have  been  found  in 
any  herd.  State  representatives  or 
APHIS  representatives  shall  inves- 
tigate that  herd  to  identify  possible 
sources  of  brucellosis.  All  possible 
sources  of  brucellosis  identified  shall 
be  contacted  within  an  additional  30 
days  to  determine  appropriate  action. 

(3)  All  herds  known  to  be  affected 
shall  have  approved  individual  herd 
plans  in  effect  within  45  days  after  no- 
tification by  a  State  representative  or 
APHIS  representative  of  a  brucellosis 
reactor  in  the  herd.  Each  State  shall 
ensure  that  such  approved  individual 
herd  plans  are  effectively  complied 
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witb,  as  determined  by  the  Adminis- 
trator. 

(c)  Compliance  with  minimum  proce- 
dural standards.  (1)  A  State  must  imple- 
ment and  maintain  trUniinnm  proce- 
dural standards. 

(2)  A  State  or  area  must  make  con- 
tinned  progress  over  a  S-year  period  in 
reducing  the  prevalence  of  brucellosis 
as  determined  by  epidemiologric  evalua- 
tion or  it  will  be  placed  under  Federal 
quarantine. 

Class  Free  State  or  area.  A  State  or 
area  which  meets  standards  for  classi- 
fication as  a  Class  Free  State  or  area 
and  is  certified  as  such  on  initial  clas- 
sification or  on  reclassification  by  the 
State  animal  health  official,  the  Vet- 
erinarian in  Charge,  and  the  Adminis- 
trator. Any  reclassification  will  be 
made  in  accordance  with  §78.40  of  this 
part.  All  cattle  herds  in  the  State  or 
area  in  which  brucellosis  has  been 
known  to  exist  must  be  released  from 
any  State  or  Federal  brucellosis  quar- 
antine prior  to  classification.  In  addi- 
tion, if  any  herds  of  other  species  of  do- 
mestic livestock  have  been  found  to  be 
affected  with  brucellosis,  they  must  be 
subjected  to  an  official  test  and  found 
negative,  slaughtered,  or  quarantined 
so  that  no  known  foci  of  brucellosis  in 
any  species  of  dome.stic  livestock  are 
left  uncontrolled.  The  following-  are  the 
standards  to  attain  and  maintain  Class 
Free  status. 

(a)  SurveiUance—il)  Brucellosis  ring 
teat.  The  State  or  area  shall  conduct  as 
many  brucellosis  ring  tests  per  year  as 
are  necessary  to  ensure  that  all  herds 
producing  milk  for  sale  are  tested  at 
least  twice  per  year  at  approximately 
6-month  intervals. 

(2)  Market  Cattle  IdenUfication  (MCI) 
program — (i)  Coverage.  All  recognized 
slaughtering  establishments  in  the 
State  or  area  must  participate  in  the 
MCI  program.  Blood  samples  shall  be 
collected  from  at  least  95  percent  of  all 
cows  and  bulls  2  years  of  ag-e  or  over  at 
each  recognized  slaughtering  establish- 
ment and  subjected  to  an  ofXlcial  test; 

(ii)  Brucellosis  reactors — (A) 
Tracphacks.  At  least  90  percent  of  all 
brucellosis  reactors  found  in  the  course 
of  MCI  testing  must  be  traced  to  the 
farm  of  origin. 

(B)  Successfully  closed  cases.  The  State 
or  area  must  successfully  close  at  least 


95  percent  of  the  MCI  reactor  cases 
traced  to  the  farm  of  origin  during  the 
12-consecutive-month  period  imme- 
diately prior  to  the  most  recent  annl- 
vanary  of  the  date  the  State  or  area 
was  classified  Class  Free.  To  success- 
fully close  an  MCI  reactor  case.  State 
representatives  or  APHIS  representa- 
tives must  conduct  an  epidemiologic 
investigation  at  the  farm  of  origin 
within  15  days  after  notification  by  the 
cooperative  State-Federal  laboratory 
that  brucellosis  reactors  were  found  on 
the  MCI  test.  Herd  blood  tests  must  be 
conducted  or  the  herd  must  be  conned 
to  the  premises  tmder  quarantine  with- 
in 30  days  after  noldflcation  that  bru- 
cellosis reactors  were  found  on  the  MCI 
test,  unless  a  designated  epidemiolo- 
gist determines  that: 

(1)  The  brucellosis  reactor  is  located 
in  a  herd  in  a  different  State  than  the 
State  where  the  MCI  blood  sample  was 
collected.  In  such  cases  a  State  rep- 
resentative or  APHIS  representative 
must  give  written  notice  of  the  MCI 
test  results  to  the  State  animal  health 
oCQcial  in  the  State  where  the  brucel- 
losis reactor  is  located;  or 

(2)  Evidence  indicates  that  the  bru- 
cellosis reactor  is  fi'om  a  herd  that  no 
longer  presents  a  risk  of  spreading  bru- 
cellosis, or  is  from  a  herd  that  iB  un- 
likely to  be  infected  with  brucellosis. 
Such  evidence  could  include,  but  is  not 
limited  to.  situations  where: 

(i)  The  brucellosis  reactor  iS  traced 
back  to  a  herd  that  has  be^  BOld  for 
slaughter  in  entirety; 

(U)  The  brucellosis  reactor  is  traced 
back  to  a  herd  that  is  certified  brucel- 
losis f^e  and  is  100-percent  vaccinated; 
or 

(Hi)  The  brucellosis  reactor  showed  a 

low  titer  in  the  MCI  test  and  is  traced 
back  to  a  dairy  herd  that  is  100  percent 
vaccinated  and  has  tested  negative  to 
the  most  recent  brucellosis  rinar  test 
required  by  this  section  for  herds  pro- 
ducing milk  for  sale. 

(3)  Epidemiologic  surveillance — (i)  Adja- 
cent herds.  All  adjacent  herds  or  other 
herds  having  contact  with  cattle  in  a 
herd  known  to  be  affected  shall  be 
placed  under  quarantine  and  have  an 
approved  individual  herd  plan  in  effeot 
within  15  days  after  notification  of  bru- 
cellosis in  the  herd  known  to  be  af- 
fected; (ii)  Epidemiologically  traced 
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herds.  All  herds  from  wliich  cattle  are 
moved  into  a  herd  known  to  be  affected 
and  all  herds  which  have  received  cat- 
tle from  a  herd  known  to  be  affected 
shall  be  placed  under  quarantine  and 
have  an  approved  individual  herd  plan 
in  effect  within  15  days  of  locating  the 
source  herd  or  recipient  herd,  (iii)  Each 
State  shall  ensure  that  such  approved 
individual  herd  plans  are  effectively 
complied  with,  as  determined  by  the 
Administrator. 

(b)  Herd  infection  rate— (1)  Percentage 
of  herds  affected.  All  cattle  herds  In  the 
State  or  area  must  remain  free  of  field 
strain  Brucella  abortus  for  12  consecu- 
tive months.  States  or  areas  must  have 
a  cattle  herd  infection  rate,  based  on 
the  number  of  herds  found  to  have  bru- 
cellosis reactors  within  the  State  or 
area  during  any  12  consecutive  months 
due  to  field  strain  Brucella  abortus  of 
0.0  percent  or  0  herds  per  1,000. 

(2)  Epidemiologic  investigation.  Within 
16  days  after  notification  by  the  coop- 
erative State-Federal  laboratory  that 
brucellosis  reactors  have  been  found  in 
any  herd,  State  representatives  or 
APHIS  representatives  shall  inves- 
tigate that  herd  to  identify  possible 
sources  of  brucellosis.  All  possible 
sources  of  brucellosis  Identified  shall 
be  contacted  within  an  additional  15 
days  to  determine  appropriate  action. 

(8)  All  herds  known  to  be  affected 
shall  have  approved  individual  herd 
plans  in  effect  within  15  days  after  no- 
tification by  a  State  representative  or 
APHIS  representative  of  a  brucellosis 
reactor  in  the  herd.  Bach  State  shall 
ensure  that  such  approved  individual 
herd  plans  are  effectively  complied 
with,  as  determined  by  the  Adminis- 
trator. 

(4)  Retaining  Class  Free  status,  (i)  If  a 
single  herd  in  a  Class  Free  State  is 
found  to  be  affected  with  brucellosis, 
the  State  may  retain  its  Class  Free 
status  if  it  meets  the  conditions  of  this 
paragraph.  A  State  may  retain  its  sta- 
tus in  this  manner  only  once  during 
any  2-year  period.  The  followlnflr  condi- 
tions must  be  satisfied  within  60  days 
of  the  date  an  animal  in  the  herd  is  de- 
termined to  be  infected: 

(A)  The  affected  herd  must  be  imme- 
diately quarantined,  tested  for  brucel- 
losis, and  depopulated;  and 


(B)  An  epidemioloi,acal  investigation 
must  be  performed  and  the  investiga- 
tion must  confirm  that  brucellosis  has 
not  spread  from  the  affected  herd.  All 
herds  on  premises  adjacent  to  the  af- 
fected herd  (adjacent  herds),  all  herds 
from  which  animals  may  have  been 
brought  into  the  affected  herd  (source 
herds),  and  all  herds  that  may  have  had 
contact  with  or  accepted  animals  from 
the  affected  herd  (contact  herds)  must 
be  epidemiologically  investigated,  and 
each  of  those  herds  must  be  placed 
under  an  approved  individual  herd 
plan.  If  the  investigating  epidemiolo- 
gist determines  that  a  herd  blood  test 
for  a  particular  adjacent  herd,  source 
herd,  or  contact  herd  is  not  warranted, 
the  epidemioloerist  must  include  that 
determination,  and  the  reasons  sup- 
portintr  it,  in  the  individual  herd  plan. 

(ii)  After  the  close  of  the  60-day  pe- 
riod following  the  date  an  animal  in 
the  herd  Is  determined  to  be  infected, 
APHIS  will  conduct  a  review  to  con- 
firm that  the  requirements  of  para- 
graph (bx4Ki)  have  been  satisfied  and 
that  the  State  is  in  compliance  with  all 
other  applicable  provisions. 

Complete  herd  test  (CUT).  An  official 
swine  brucellosis  test  of  all  swine  on  a 
premises  that  are  6  months  of  age  or 
older  and  maintained  for  breeding  pnr^ 
poses. 

Confirmatory  test.  A  follow-up  test  to 
verify  any  official  test  results.  Con- 
firmatory tests  include  the  standard 
tube  test,  the  Rlvaaol  test,  the  com- 
plement fixation  test  (OF),  the  particle 
concentration  fluorescence 
immunoassay  (PCFIA),  the  semen  plas- 
ma test,  and  the  standard  plate  test. 

Dairy  cattle.  A  bovine  animal  of  a  rec- 
ognized dairy  breed. 

Designated  epidemiologist.  An  epi- 
demiologist selected  by  the  State  ani- 
mal health  official  and  the  Veteri- 
narian in  Charge  to  perform  the  func- 
tions required.  The  retrional  epi- 
demiologist and  the  APHIS  brucellosis 
staff  must  concur  in  the  selection  and 
appointment  of  the  designated  epi- 
demiolos:lst. 

Directly.  Without  unloading  en  route 
if  moved  in  a  means  of  conveyance,  or 
without  stopping  if  moved  in  any  other 
manner. 
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Epidemiologist.  A  veterinarian  who 
has  received  a  master's  degree  in  epide- 
miology or  completed  a  course  of  study 
in  epidemiology  sponsored  by  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice. United  States  Department  of  Agri- 
culture. 

Epidemiology.  A  branch  of  medical 
science  that  deals  with  the  incidence, 
distribution,  and  control  of  disease  in 
the  animal  population. 

Farm  of  origin,  (a)  Premises  where 
cattle  or  bison  are  bom  and  remain 
prior  to  movement  from  the  premises 
but  which  are  not  used  to  assemble  cat- 
tle or  bison  from  any  other  premises 
for  4  months  before  such  movement;  or 

(b)  premises  where  cattle  or  bison  re- 
main for  not  less  than  4  months  imme- 
diately before  movement  from  the 
premises  bat  which  are  not  used  to  as- 
semble cattle  or  bison  from  any  other 
premises  for  4  months  before  such 
movement. 

Per<a  swine.  Free-roaming  swine.  For- 
merly free-roamingr  swine  could  qualify 
for  reclassification  as  domestic  swine 
upon  testing  negative  to  an  ollicial 
swine  brucellosis  test  alter  a  period  of 
at  least  60  days'  confinement  in  isola* 
tion  from  other  feral  swine. 

Finished  fed  cattle.  Cattle  fattened  on 
a  ration  of  feed  conoentrates  to  reach  a 
slaughter  condition  equivalent  to  that 
which  would  be  attained  on  full  feed 
with  a  high  concentrate  grain  ration 
for  90  days. 

Herd,  (a)  All  animals  under  common 
ownership  or  supervision  that  are 
grouped  on  one  or  more  parts  of  any 
single  premises  (lot,  farm  or  ranch);  or 

(b)  All  animals  under  common  owner- 
ship or  supervision  on  two  or  more 
premises  which  are  geographically  sep- 
arated bat  on  which  animals  from  the 
different  premises  have  been  inter- 
changed or  had  contact  with  each 
other. 

Herd  blood  test,  (a)  Cattle  and  bison.  A 
blood  test  for  brucellosis  conducted  in 
a  herd  on  all  cattle  or  bison  which  are 

(1)  6  months  of  age  or  over  and  not 
ofdcial  vaccinates,  except  steers  and 
spayed  heifers; 

(2)  Official  calfhood  vaccinates  of  any 
age  which  are  parturient  or 
postparturient; 

(3)  Official  calfhood  vaccinates  of 
beef  breeds  or  bison  with  the  first  pair 


of  pemuuient  Indsors  ftQly  empted  (2 

years  of  age  or  over):  and 

(4)  Official  calfhood  vaccinates  of 
dairy  breeds  with  partial  eruption  of 
the  first  pair  of  permanent  incisors  (20 

months  of  age  or  over). 

(b)  [Reserved] 

Herd  known  to  be  affected.  Any  herd  in 
whl<di  any  animal  has  been  olas^fled  as 
a  braoellosls  reactor  and  which  has  not 

been  released  from  quarantine. 

Herd  not  knou-n  in  he  affected.  Any 
herd  in  which  no  animal  haa  been  clas- 
sified as  a  bmcellosis  reactor  or  any 
herd  in  which  one  or  more  animals 
have  been  classified  as  brucellosis  reac- 
tors but  which  has  been  released  from 
qaarantlne. 

Herd  of  origin  of  swine.  Any  herd  In 
which  swine  are  farrowed  and  remain 
until  movement  or  any  herd  in  which 
swine  remain  for  90  days  Immediately 
prior  to  movement. 

Interstate.  From  any  State  into  or 
through  any  other  State. 

Market  cattle  identification  test  cattle. 
Cows  and  bolls  2  years  of  age  or  over 
which  have  been  moved  to  recognised 
slauprhtpring-  e.stablishments.  and  test- 
eligible  cattle  which  are  subjected  to 
an  official  test  for  the  parpoeee  of 
movement  at  farms,  ranches,  auction 
markets.  stockyards.  quarantined 
feedlots.  or  other  assembly  points. 
Sacdi  cattle  shall  be  identified  by  an  of- 
ficial  eartag  and  or  United  States  De- 
partment of  Agriculture  backtag  prior 
to  or  at  the  first  marliet,  stockyard, 
qaarantined  feedlot,  or  slaughtering  es^ 
tabllshment  they  reach. 

Market  swine  test  (MST)  reactor.  Mar- 
ket swine  test  swine  with  a  positive  re- 
action to  a  swine  bmcellosis  oonflrm- 
atory  test  or  other  official  test,  if  no 
confirmatory  test  is  performed. 

Market  swine  test  swine.  Sows  and 
boars  which  have  been  moved  to 
slaughtering  establishments  and  sows 
and  boars  which  are  subjected  to  an  of- 
ficial test  for  the  purposes  of  move- 
ment at  fisunns,  ranches,  auction  mar- 
kets, stockyards,  or  other  aaeembly 
points. 

Monitored-negative  feral  swine  popu- 
lation. Feral  swine  indicating  no  evi- 
dence of  infection  (indicators  would  in- 
clude positive  blood  tests  or  clinical 
signs,  such  as  abortion)  and  originating 
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from  a  specified,  geographically  iso- 
lated area  (a  forest  area,  huntiner  pre- 
serve, or  swamp,  for  example)  may  be 
classified  by  the  designated  epi- 
demiologist as  a  moBitored-negative 

feral  BWine  population. 

Moved.  Shipped,  transported,  deliv- 
ered, or  received  for  movement,  or  oth- 
erwise aided.  Induced,  or  caused  to  Im 
moved. 

Moved  (movement)  in  interstate  com- 
merce. Moved  from  the  point  of  origin 
of  the  Interstate  movement  to  the  anl- 

mals'  final  destination,  such  as  a 
slaughtering'  establishment  oi-  a  farm 
for  breeding  or  raising,  and  including 
any  temporary  stops  for  any  purpose 
along  the  way,  such  as  at  a  stockyard 
or  dealer  premises  for  feed,  water,  rest, 
or  sale. 

Official  adult  vaccinate,  (a)  Female 

cattle  or  female  bison  older  than  the 
specified  ages  defined  for  official 
calfhood  vaccinate  and  vaccinated  by 
an  APHIS  representative.  State  rep- 
resentative, or  accredited  veterinarian 
with  a  reduced  dose  approved  brucella 
vaccine,  diluted  so  as  to  contain  at 
least  900  million  and  not  more  than  1 
union  live  cells  per  2  mL  dose  of 
Brucella  abortus  Strain  19  vaccine  or  at 
the  dosage  indicated  on  the  label  in- 
structions for  other  approved  brucella 
vaccines,  as  part  of  a  whole  herd  vac- 
cination plan  authorized  jointly  by  the 
State  animal  health  official  and  the 
Veterinarian  in  Charge;  and 

(b)(1)  Permanently  identified  by  a 
"V"  hot  brand  high  on  the  hip  near  the 
tailhead  at  least  5  by  5  centimeters  (2 
by  2  Inches)  in  size,  or  by  an  official  AV 
(adult  vaccination)  tattoo  in  the  right 
ear  preceded  by  the  quarter  of  the  year 
and  followed  by  the  last  digit  of  the 
year,  and 

(2)  Identified  with  an  official  eartag 

or  individual  animal  registered  breed 
association  resristration  brand  or  indi- 
vidual animal  registered  breed  associa- 
tion tattoo. 

Official  brand  inspection  certificate.  A 
document  issued  by  an  official  brand 
Inspection  agency  In  any  State  whl6h 
requires  such  documents  for  movement 
of  cattle. 

Official  brand  recording  agency.  The 
duly  constituted  body  authorized  by  a 
State  or  governmental  subdivision 
thereof  to  administer  laws,  regular 


S7a.i 

tions,  ordinances  or  rules  pertaining  to 
the  brand  identification  of  cattle. 

Official  calfhood  vaccinate,  ax)  Female 
cattle  or  female  bison  vaccinated  while 
firom  4  through  12  months  of  age  by  an 
APHIS  representative.  State  represent- 
ative, or  accredited  veterinarian  with  a 
reduced  dose  approved  brucella  vaccine 
containing  at  least  2.7  billion  and  not 
more  than  10  billion  live  cells  per  2  rnL 
dose  of  Brucella  abortus  Strain  19  vac- 
cine or  at  the  dosage  indicated  on  the 
label  instructions  for  other  approved 
brucella  vaccines;  and 

(h)  Permanently  identified  by  a  tat- 
too and  by  an  official  vaccination 
eartag  in  the  right  ear.  However,  if  al- 
ready Identified  with  an  official  eartag 
prior  to  vaccination,  an  additional  tag 
is  not  required.  The  tattoo  must  in- 
clude the  U.S.  Registered  Shield  and 
*'V,**  preceded  by  the  quarter  of  the 
year  and  followed  by  the  last  digit  of 
the  year  of  vaccination.  Individual  ani- 
mal registered  breed  association  reg- 
istration brands  or  Individual  animal 
registered  breed  association  registra- 
tion tattoos  itu^  be  substituted  for  of- 
ficial eartags. 

Official  eartag.  An  identification 
eartag  tLpproved  by  APHIS  as  being 
tamper-resistant  and  providing  unique 
identification  for  each  animal.  An  offi- 
cial eartag  may  conform  to  the  alpha- 
numeric National  Uniform  Eartagging 
Ssrstem,  or  it  may  bear  a  valid  prem- 
ises identification  number  that  is  used 
in  conjunction  with  the  producer's  live- 
stock production  numbering  system  to 
provide  a  unique  Identification  num- 
ber. 

Official  seal.  A  serially  numbered, 
metal  or  plastic  strip,  consisting  of  a 
self-locking  device  on  one  end  and  a 
slot  on  the  other  end.  which  forms  a 
loop  when  the  ends  are  engaged  and 
which  cannot  be  reused  if  opened,  or  a 

serially  numbed,  self-looking  button 

which  can  be  used  for  this  purpose. 

Official  swine  tattoo.  A  tattoo,  con- 
forming to  the  six-character  alpha-nu- 
meric Natlonatl  Tattoo  System,  that 
provides  a  unique  identification  for 
each  herd  or  lot  of  swine. 

Official  test — ^a)  Classification  of  cattle 
and  Mson^l)  ismndard  card  test,  (i)  A 
test  to  determine  the  brucellosis  dis- 
ease status  of  test-eligible  cattle  and 
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blflon  when  conducted  according  to  In- 

structions  approved  by  APHIS  and  the 
State  in  which  the  test  is  to  be  con- 
ducted and  when  conducted  under  the 
following  clrcnmstances: 

(A)  When  conditions  and  time  are 
SUCli  that  no  other  test  is  available;  or 

(B)  When  the  owner  or  the  owner's 
agrent  requests  it  because  of  time  or 
sitaation  conatraints;  or 

(C)  In  specifically  approved  stock- 
yards when  the  State  animal  health  of- 
ficial either: 

(1)  Deslgmates  the  standard  card  test 
as  the  official  test  for  determining  the 
brucellosis  disease  status  of  cattle  and 
bison  in  all  specifically  approved 
stockyards  in  the  State.  In  these 
States,  no  other  official  test  except  the 
Buffered  Acidified  Plate  Antiiren  test 
shall  be  used  in  specifically  approved 
stockyards;  or 

(2)  Designates  the  standard  card  test 
as  the  official  test  for  determining  the 
brucellosis  disease  status  of  non-vac- 
cinated cattle  or  bison  (the  CITE®  test 
may  be  designated  as  a  supplemental 
test  for  non-vaccinated  cattle  or  bison 

that  Letil  positive  to  the  standard  card 

test);  and  designates  the  standard  card 
test  as  the  official  test  for  determining 
tiie  brucellosis  disease  status  of  official 
vaccinates  and  the  CITE®  test,  the 
standard  plate  test,  or  the  Kivanol  test 
as  supplemental  tests  for  official  vac- 
cinates  that  test  positive  to  tlie  stand- 
ard card  test.  If  supplemental  tests  are 
conducted,  cattle  or  bison  that  are 
positive  to  the  standard  card  test  shall 
be  classified  as  brucellosis  suspects  if 
all  of  the  supplemental  tests  conducted 
disclose  a  negative  or  suspect  reaction, 
and  shall  be  classified  as  brucellosis  re- 
actors if  any  one  of  the  supplemental 
tests  conducted  has  a  positive  reaction; 
or 

(,D>  To  test  market  cattle  identifica- 
tion (MCI)  program  test  samples.  Cat- 
tie  and  bison  which  test  positive  to  the 
BAPA  test  or  RST  under  the  MCI  pro- 
gram must  be  retested  using  the  stand- 
ard card  test  or  the  standard  plate  or 
tube  agglutination  test. 

(ii)  Results  of  the  standard  card  test 
also  may  be  used  to  supplement  the  re- 
sults of  other  official  tests  conducted 
in  the  cooperative  State-Federal  lab- 
oratory to  give  the  designated  epi- 


demiologist   additional  infoimatioa 

when  classifying  cattle  and  bison. 

(iii)  Standard  card  test  results  are  in- 
terpreted as  either  negative  or  positive.  A 
moderate  to  marked  clumping  aggluti- 
natloB  reaction  is  a  positive  result. 
Test-eUglble  cattle  and  bison  positive 
to  the  standard  card  test  are  classified 
as  brucellosis  reactors.  Test-eligible 
cattle  and  bison  negative  to  the  stand- 
ard card  test  are  classified  as  brucel- 
losis negative. 

(2)  Standard  tube  test  (STT)  or  stand- 
ard plate  test  (SPT).  A  test  to  determine 
the  brucellosis  disease  status  of  test-el- 
igible  cattle  and  bison  wh«i  conducted 
according  to  instructions  approved  by 
APHIS  and  the  State  in  which  the  test 
is  to  be  conducted.  Cattle  and  bison  are 
classified  according  to  the  following 
agglutination  reactions: 

SPT  OR  STT  CLASSiRCATiot^— Official  Vac- 
cinates Vaccinated  with  a  Bruceua 
Abortus  Stfiain  19  APPROVED  BnuCBlA 

Vaccine 


mar 

ClB88iflCSli0fl 

1:60 

1:100 

1:300 

a  aataa  aaaaa  aaMaa 

a  »aM 

Negative. 
Do. 
Do. 

Suspect 

00. 

Do. 

RMOlOf. 

aa  •  ■■  aaaaaAaaaa  Maa 

Maaaaaaaaaaaaaaa 

1  

a  a  aa«B*aa ■ aaaaaaa 

aaaaaMBkaap^aaaaa 

♦  .................. 

^  *s*****a**»«a**a**a 

♦  ................. 

—  No  agglutination 

I  Irvcompiete  agglutination. 

+  CmmiMb  aoahiHMion. 


Official  Vaccinates  Vaccinated  With  an  Ap- 
pfK>VED  Brucella  Vaocme  Other  than  a 
Brucella  Abortus  Strain  19  Approved 
Brucella  Vaccine 


TKar 

Classification 

1:S0 

1:100 

1200 

Mil  itmA  M 

Suspect 
Do. 
Do. 

Reactor. 
Da 
Ooi 

1  

i  

aaaaaasaMaaaaaaMa 

4*  aaaaaaaavBsaaMaaa 

•«aaaaaa*«a«a««aaa 

—  NoaggluHraliaii. 

I  inooinpMie  ■QQweneiion. 

^  ConipMe  OQOhiHMriton. 
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AuL  Cattle  and  bison  which  Are  Not 

Official  Vaccinates 


Titer 

Classification 

1:90 

1:100 

1200 

1  

Nagattve. 

Suspect. 

Do. 

Do 

Reactor. 

•■•■»«•*••••••••• 

1  •«•«•*••*•»«••••«•■• 

Oo. 
Oo. 

—  No  aggkjtifwion. 

I  Incomplete  agoluiMtfon. 

■f-  Complete  agglulirMian. 


(3)  Manual  complement-fixation  (CF) 
test.  A  test  to  determine  the  brucellosis 
disease  status  of  test-eligible  cattle 
and  bison  when  conducted  according  to 
instructions  approved  by  APHIS  and 
the  State  in  wMcli  the  test  is  to  be 
condncted.  Cattle  and  bison  are  classi- 
fied according  to  tbe  following  reac- 
tions: 

(i)  Cattle  and  bison  which  are  not  of- 
ficial vaccinates: 

(A)  Fifty  percent  fixation  (2  plus)  in 
a  dilution  of  1:20  or  higher— brucellosis 

reactor; 

(B)  Fifty  percent  fixation  (2  plus)  in  a 
dUntlon  of  1:10  bat  less  tban  SO  percent 
fixation  (2  plus)  In  a  dilation  of  1:20— 

brucellosis  suspect; 

(C)  Less  than  50  percent  fixation  (2 
plus)  in  a  dilation  of  1:10— brucellosis 

negative: 

(ii)  Oflicial  vaccinates  vaccinated 
with  a  Brucella  abortua  Strain  19  ap- 
proved brucella  vaccine: 

CA)  Twenty-five  percent  fixation  fl 
plus)  in  a  dilution  of  1;40  or  higher — 
brucellosis  reactor; 

(B)  Fifty  percent  fixation  (2  plus)  in  a 
dilation  of  1:10  but  less  than  25  percent 
fixation  (1  plus)  in  a  dilution  of  1;40 — 
brucellosis  suspect; 

(O  Less  than  M  percent  fixation  (2 
plus)  in  a  dilation  oi  1:10— brooellosis 
neirative. 

(iii)  Official  vaccinates  vaccinated 
with  aa  approved  brucrtla  vacoiBe 

other  than  a  Brucella  abortui  Strain  If 
approved  brucella  vaccine: 

(A)  Fifty  percent  fixation  (2  plus>  in 
a  dilution  of  1:20  or  higher— bmcellosis 

reactor: 

(B)  Fifty  percent  fixation  '2  plus)  in  a 
dilution  of  1:10  but  less  than  50  percent 
fixation  (2  plus)  in  a  dilation  of  1:20— 
brucellosis  snapect; 


(C)  Less  than  50  i>ercent  fixation  (2 
plus)  in  a  dilution  of  1:10— brucellosis 

negative. 

(4)  Technicon  automated  complement- 
fixation  test.  A  test  to  determine  the 

brucellosis  disease  status  of  test-eligi- 
ble cattle  and  bison  when  conducted 
according  to  instructions  approved  by 
APHIS  and  the  State  in  which  the  test 
is  to  be  conducted.  Cattle  and  bison  are 
classified  according* to  the  following  re- 
actions: 

(1)  Cattle  and  bison  which  are  not  of- 
ficial vaccinates: 

(A)  Fixation  In  a  dilution  of  1:10  or 
higher— brucellosis  reactor; 

(B)  Fixation  in  a  dilution  of  1:5  but 
no  fixation  in  a  dilution  of  l:10-^brucel- 
losis  suspect: 

(C)  No  fixation  in  a  dilution  of  1:5  or 
lower— brucellosis  negative; 

(ii)  Official  vaccinates  vaccinated 
with  a  BruccUn  abortus  Strain  19  ap- 
proved brucella  vaccine: 

(A)  Fixation  In  a  dilution  of  1:20  or 
higher— brucellosis  reactor; 

(B)  Fixation  in  a  dilution  of  1:10  but 
no  fixation  in  a  dilution  of  1;20— brucel- 
losis suspect; 

(C)  Fixation  in  a  dilution  of  1:6  or 
less  but  no  fixation  in  a  dilution  of 
1:10 — brucellosis  negative. 

(iii)  Official  vaccinates  vaccinated 
with  an  approved  brucella  vaccine 
other  than  a  Brucella  abortua  Strain  19 
approved  brucella  vaccine: 

(A)  Fixation  in  a  dilution  of  1:10  or 
higher— bmoeUoais  reactor; 

(B)  Fixation  in  a  dilution  of  1:5  but 
no  fixation  in  a  dilution  o€  1:10 —  bru- 
cellosis suspect; 

(C)  No  fixation  in  a  dilation  of  1:5  or 
lower — brucellosis  negative. 

(5)  Rivanol  test.  A  test  to  determine 
the  brucellosis  disease  status  of  test-el- 
igible catUe  and  bison  wken  coodocted 
according  to  instructions  approved  by 
APHIS  and  the  State  in  which  the  test 

is  to  be  conducted.  Cattle  and  bison  are 
classifled  according  to  the  foUowlag 

agglutination  reactions: 

(1)  Cattle  and  bison  which  are  not  of- 
ficial vaccinates: 

(A)  Complete  agglutination  at  a  titer 
of  1:25  or  hiprher — brucellosis  reactor; 

(B)  Less  than  complete  agglutination 
at  a  titer  of  1:25 — brucellosis  negative; 

(ii)  Official  I  adult  vaccinates  more 
than  5  months  after  vaccination  with  a 
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BruceUa  abortus  Strain  19  approved 

brucella  vaccine  and  official  calfhood 
vaccinates  vaccinated  witli  a  Brucella 
abortus  Strain  19  approved  brucella 
vaccine: 

(A)  Incomplete  afftrlutination  at  a 
titer  of  1:100  or  higher— brucellosis  re- 
actor; 

(B>  Complete  ag^lutliiAtion  at  a  titer 

of  1:25  or  higher  when  the  manual  or 
technicon  automated  complement-fixa- 
tion test  is  not  conducted — brucellosis 
reactor; 

(C)  Complete  agirlut  ination  at  a  titer 
of  1:50  or  less  when  ihe  manual  com- 
plement-fixation test  or  Liie  technicon 
automated  complement-fixation  test  Is 
conducted  and  results  in  a  classifica- 
tion of  brucellosis  suspect  or  brucel- 
losis negative — brucellosis  suspect; 

(D)  Less  than  complete  aggrlotlnatlon 
at  a  titer  of  1:25— brucellosis  negative: 

(iii)  Official  adult  vaccinates  less 
than  5  months  after  vaccination  with  a 
Brucella  abortus  Strain  19  approved 
brucella  vaccine:  Less  than  complete 
agglutination  at  the  1:50  titer — ^brucel- 
losis negative. 

(Iv)  Official  vaccinates  vaccinated 
with  an  approved  brucella  vaccine 
other  than  a  Brucella  abortus  Strain  19 
approved  brucella  vaccine: 

(A)  Complete  a«?lttttnation  at  a  titer 
of  1:25  or  higher— brucellosis  reactor; 

(B)  Loss  than  complete  agglutination 
at  a  titer  of  1:25 — brucellosis  negative. 

(6)  Semen  plasma  test.  A  test  to  deter- 
mine the  brucellosis  disease  status  of 
bulls  used  for  artificial  insemination 
when  conducted  in  conjunction  with  an 
official  serological  test  and  accordingr 
to  instructions  approved  by  APHIS  and 
the  State  in  which  the  test  is  to  be 
conducted.  The  classification  of  such 
bulls  sliall  be  based  on  the  maximum 
agglutination  titer  of  either  the  offi- 
cial serological  test  or  the  semen  plas- 
ma test. 

(7)  Buffered  acidified  plate  antigen 

(BAPA)  test.  A  test  to  determine  the 
brucellosis  disease  status  of  test-eligi- 
ble cattle  and  bison  at  recognized 
slaughtering  establishments  and  spe- 
cifically  approved  stockyards  when 
conducted  according  to  instructions 
approved  by  APHIS  and  the  State  in 
whioh  the  test  is  to  be  conducted. 
BAPA  test  results  are  interpreted  as 
either  negative  or  positive.  Cattle  and 


bison  negative  to  the  BAPA  test  are 

classified  as  brucellosis  negative.  Cat- 
tle and  bison  positive  to  the  BAPA  test 
shall  be  subjected  to  other  official 
tests  to  determine  their  bmcellosis 
classification. 

(8)  Rapid  screening  test  (RST).  A  test 
to  determine  the  brucellosis  disease 
Status  of  test-eligible  cattle  and  bison 
in  cooperative  State-Federal  labora- 
tories when  conducted  according  to  in- 
structions approved  by  APHIS  and  the 
State  in  which  the  test  is  to  be  con- 
dnoted.  RST  results  are  Interpreted  as 
either  n^ative  or  positive.  Cattle  and 
bison  negative  to  the  RST  are  classi- 
fied as  brucellosis  negative.  Cattle  and 
bison  positive  to  the  RST  shall  be  sub- 
jected to  other  official  tests  to  deter- 
mine their  brucellosis  classlfloatlon. 

(9)  Concentration  immunoassay  tech- 
nology (CITE®)  test.  An  enzyme 
immunoassay  that  may  be  used  as  a  di- 
agnostic supplement  to  the  standard 
card  test  by  designated  epidemiologists 
determining  the  brucellosis  disease 
status  of  cattle  and  bison.  The  test 
must  be  done  In  accordanoe  with  the 

CITE®  Brucella  obortUS  Antibody  Test 
Kit  instructions,  licensed  by  the 
United  States  Department  of  Agri- 
culture and  approved  as  of  December 
31.  1987.  and  incorporated  by  refiBreiioe. 
This  incorporation  by  reference  was  ap- 
proved by  the  Director  of  the  Federal 
Register  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Copies  may  be 
obtained  from  AgriTech  Systems,  Inc., 
100  Fore  Street.  Portland.  ME  04101. 
Copies  may  be  inspected  at  the  Animal 
and  Plant  Health  Inspection  Service, 
Veterinary  Services.  Operational  Sup- 
port, 4700  River  Road  Unit  33.  River- 
dale,  Maryland  20737-1231,  or  at  the  Of- 
fice of  the  Federal  Register,  800  North 
Capitol  Street,  NW.,  suite  700,  Wash- 
ington, DC. 

(10)  Particle  concentration  fluorescence 
inmiunoassay  (PCFIA)  test.  An  auto- 
mated serologic  test  to  determine  the 
brucellosis  disease  status  of  test-eligi- 
ble cattle  and  bison  when  conducted 
according  to  instructions  approved  by 
APHIS.  Cattle  and  bison  are  classified 
according  to  the  following  ratio  be- 
tween the  test  sample  and  a  known 
negative  sample  (S/N  ratio): 
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S/N  ratio 

Classification 

Graater  than  .flO   

OiwlMr  than  ^  but  ton 
•qiiiilto.60. 

^  or  lass  

ItMn  or 

Suaiwcl 
Positive. 

(11)  D-Tec®  Brucella  A  test.  An  auto- 
mated serologic  test  to  determine  the 

brucellosis  disease  status  of  test-eligi- 
ble cattle  and  bison  when  conducted 
according  to  instructions  approved  by 
AFHIS.  The  degree  of  reactlylty  1b 
measured  by  the  ratio  of  the  average 
optical  density  of  the  sample  to  that  of 
the  Negative  Control  (S/N)  and  is  ex- 
Itreesed  as  Percent  Inhibition  (1-S/N)  x 
100.  The  brucellosis  disease  status  of 
the  animals  is  classified  according  to 
the  following  established  criteria: 


Psnonl  inhiiition 

ClassifiGalion 

Less  than  or  equal  to  40  percent   

NBgafive. 

Greater  ttian  40  percent  and  less  than 

Suspect- 

or  equal  to  70  percent. 

Grofrter  than  70  percent  

Reactor. 

(12)  Rapid  Automated  Presumptive 
(RAP)  test.  An  automated  serologic  test 
to  detect  the  presence  of  Brucella  anti- 
bodies in  test-eligible  cattle  and  bison. 
RAP  test  results  are  interpreted  as  ei- 
ther positive  or  negative:  the  results 
are  Interpreted  and  reported  by  a  scan- 
ning autoreader  that  measures  alter- 
ations in  light  transmission  through 
each  test  well  and  the  deqree  of  agglu- 
tination present.  Cattle  and  bison  neg- 
ative to  the  RAP  test  are  classified  as 
brucellosis  negative;  cattle  and  bison 
positive  to  the  RAP  test  shall  be  sub- 
jected to  other  official  tests  to  deter- 
mine their  brucellosis  disease  classi- 
fication. 

(13)  The  evaluation  of  test  results  for 
all  cattle  and  bison  shall  be  the  respon- 
sibility of  a  designated  epidemiulugist 
in  each  State.  The  designated  epi- 
demioloirist  shall  consider  the  animal 
and  herd  history  and  other  epidemio- 
logic factors  when  determining  the 
bmcellosis  classification  of  cattle  and 
bison.  Deviations  from  the  brucellosis 
classification  criteria  as  provided  in 
this  definition  of  official  test  are  ac- 
ceptable when  made  by  the  designated 
epidemiologist. 

(i)  The  designated  epidemiologist 
may  consider  the  results  of  CITE*  tests 
when  evaluating  the  results  of  stand- 
ard card  tests  of  cattle  and  bison. 
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(b)  Classification  of  swine — (1)  Stand- 
ard card  test.  A  test  to  determine  the 
brucellosis  disease  status  of  swine. 
Standard  card  test  results  are  Inter- 
preted as  either  negative  or  positive.  A 
moderate  to  marked  clumpinsr  ag-srluti- 
nation  reaction  is  a  positive  result. 
Swine  negative  to  the  standard  card 
test  are  classified  as  bmcellosis  n^a- 
tive.  Swine  positive  to  the  standard 
card  test  in  a  herd  not  know-n  to  be  af- 
fected but  negative  to  any  other  offi- 
cial test  or  bacterlol<^cai  culture  for 
brucella  are  classified  as  brucellosis 
suspects.  Other  swine  positive  to  the 
standard  card  test  are  classified  as  bru- 
cellosis reactors. 

(2)  Standard  tube  test.  A  test  to  deter- 
mine the  brucellosis  disease  status  of 
swine. 

(1)  If  all  of  Uie  following  apply:  (A) 

The  swine  are  part  of  a  herd  not  known 
to  be  affected:  (B)  No  swine  tested,  in- 
dividually or  as  part  of  a  group,  has  a 
complete  agglutination  reaction  at  a 
dilution  of  1:100  or  higher;  and  (C)  the 
swine  are  tested  as  part  of  a  herd  blood 
test  or  are  part  of  a  validated  brucel- 
losls-firee  herd,  then  the  swine  are  clas- 
sified according  to  the  following  agglu- 
tination reactions: 


Titer 

Classification 

1:25 

1:50 

1:100 

1   ■ • *•■•■■>■•«•»«■••■• 
^  >•••••••■•«■*•••■■• 

H  

Negative. 
Oo. 
Do. 
Do. 
Do. 

I   

+  

1  

—  No  agghitinalion. 

I  kKomplete  agduliniilioa 

•f  Complete  agglutinalion. 


(ii)  If  any  of  the  following  apply:  (A) 
The  swine  are  part  of  a  herd  known  to 

be  affected:  (B)  Any  swine  tested,  indi- 
vidually or  as  part  of  a  group,  has  a 
complete  agglutinaliun  reaction  at  a 
dilution  of  1:100  or  higher  or;  (C)  The 
swine  are  not  part  of  a  validated  bru- 
cellosis-free herd  and  are  not  being 
tested  as  part  of  a  herd  blood  test,  then 
the  swine  are  classified  according  to 
the  following  agglutination  reactions: 


Titer 

Classification 

1:25 

150 

1:100 

Negalitfi. 

Do.' 
Do. 
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TNar 

1:50 

1:100 

Oa 

Oa 

—  No  agglutination 

I  Incompleta  agdutinotton. 

*  Complete  aggkitinaliQn. 


Particle  concentration  tlunrc.sence 
immunoassay  (PCFIAJ.  An  automated 
serologric  test  to  determine  tlie  brncel- 
losiB  disease  status  of  test-eligrible 
swine  when  conducted  according:  to  in- 
structions approved  by  tlie  Animal  and 
Plant  Health  Inspection  Senrloe.  Swine 
are  classified  according  to  the  fol- 
lowing ratios  between  the  test  sample 
and  a  known  negative  sample  (S/N 
ratio): 


S/N  Ratio 

Classification 

0.71  or  ara«l*r   

OtSlloaTO  

SmpwL 

<4>    Rapid    Automated  Presumptive 

(RAP)  test.  An  automated  serologric  test 
to  detect  the  presence  of  Brucella  anti- 
bodies in  test-eligible  swine.  RAP  test 
results  are  interpreted  as  either  posi- 
tive or  negative;  the  results  are  Inter- 
preted and  rejKjrted  by  a  scanning 
autoreader  that  measures  agglutina- 
tion based  on  alterations  In  llgrht 
transmission  through  each  test  well. 
Swine  negative  to  the  RAP  test  are 
classified  as  brucellosis  negative;  swine 
positive  to  the  RAP  test  shall  be  sub- 
jected  to  other  official  tests  to  deter- 
mine their  brucellosis  disease  classi- 
fication. 

OfftcUU  vaccinate.  An  official  calfhood 
vaccinate  or  an  official  adult  vac- 
cinate. The  accredited  veterinarian. 
State  representative  or  APHIS  rep- 
resentative who  performs  the  vaccina- 
tlCMI  must  forward  a  completed  official 
vaccination  certificate  for  each  animal 
vaccinated  to  the  State  animal  health 
official  of  the  State  in  which  the  ani- 
mal was  vaccinated. 

Official  vaccination  eartag.  An  APHIS 
approved  identificatlcm  eartair  con- 
forming to  the  alpha-numeric  National 
Uniform  Eartagging  System  which  pro- 
vides unique  identification  for  each 
animal.  The  eartag  shall  have  a  "V" 
followed  by  2  letters  and  4  numbers. 
States  which  reciuire  more  official  vac- 
cination eartags  than  the  number  of 
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combinations  available  in  the  ''V"  se- 
ries of  tags  shall  use  a  "T"  or  "S"  fol- 
lowed by  2  letters  and  4  numbers.  Du- 
plicate reissue  of  official  vaccination 
eartags  shall  not  be  made  more  often 
than  once  each  15  years. 

Oriqmatc.  (a)  Animals  will  have  the 
status  of  the  herd  from  which  they  are 
moved  ift 

(1)  They  were  born  and  maintained  in 

the  herd  since  birth;  or 

(2)  They  have  been  in  the  herd  for  at 
least  120  days. 

(b)  Animals  will  have  the  status  of 
the  State  or  area  from  which  they  are 
moved  if: 

(1)  They  were  bom  and  maintained  in 

the  State  or  area  since  birth:  or 

(2)  They  were  previously  moved  from 
a  State  or  area  of  equal  or  higher  class 
to  the  State  or  area;  or 

(3)  They  were  previously  moved  from 
a  State  or  area  of  lower  class  to  the 
State  or  ai^ea  where  they  are  now  lo- 
cated and  have  been  in  the  new  State 
or  area  for  at  least  120  days. 

(c)  Cattle  penned  in  a  specifically  ap- 
proved stockyard  with  cattle  fiom  a 
lower  class  State  or  area,  in  violation 

of  the  requirements  set  forth  in  §71.20 
of  this  chapter,  shall  have  the  status  of 
the  State  or  area  of  lower  class  for  any 
subsequent  movement. 

Parturient.  Vi.sibly  prepared  to  give 
birth  or  within  2  weeks  of  giving  birth 
(springers). 

Permit.  An  official  document  (VS 
Form  1-27  or  a  State  form  which  con- 
tains the  same  information  but  not  a 
'  permit  for  entry  '  or  "  S"  brand  per- 
mit**) issued  by  an  APHIS  represeoU*- 
tive.  State  representative,  or  accred- 
ited veterinarian  which  lists  the  own- 
er's name  and  address,  i>oints  of  origin 
and  destination,  number  of  ani—ls 
covered,  purpose  of  the  movement,  any 
reactor  tag  number,  and  one  of  the  fol- 
lowing: The  official  eartag  number,  in- 
dividual  animal  rsglateved  breed  asso- 
ciation  registration  tattoo,  individual 
animal  registered  breed  association 
registration  brand.  United  States  De- 
partment of  Agriculture  backtag  (when 
applied  serially,  only  the  beginning  and 
the  ending  numbers  need  be  recorded), 
individual  animal  registered  breed  as- 
sociation registration  number,  or  simi- 
lar individual  identification.  (A  new 
permit  is  required  for  each  change  in 
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destination.  However,  j;>ennit8  accom- 
panying cattle  or  bison  to  an  approved 

intermediate  handling  facility  may  list 
either  the  approved  intermediate  han- 
dling facility,  a  quarantined  feedlot  or 
a  recognized  slaughtering  establish- 
ment as  the  point  of  destination.  If  the 
permit  lists  a  quarantined  feedlot  or  a 
recognized  slaughtering  establishment 
as  the  point  of  destination,  then  the 
permit  must  list  the  approved  inter- 
mediate handlinsr  facility  as  a  tem- 
porary stopping  point,  and  no  addi- 
tional permit  is  required  for  the  subse- 
quent movement  of  the  cattle  or  bison 
to  the  (luarantined  feedlot  or  to  the 
recognized  slaughtering  establish- 
ment.) 

Permit  for  entiy.  A  premovement  au- 
thorization for  entry  of  cattle  into  a 
State  from  the  State  animal  health  of- 
fLclal  of  the  State  of  destination.  It 
may  be  oral  or  written. 

Person.  Any  Individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  or  joint  stock  company 
or  other  legal  entity. 

Postparturient.  Having  given  birth. 

Purebrpd  registry  association  A  swine 
breed  association  formed  and  perpet- 
uated for  the  maintenance  of  records  of 
purebreeding  of  swine  species  for  a  spe- 
cific breed  whose  characteristics  are 
set  forth  in  Constitutions,  By-Laws, 
and  other  rales  of  the  association. 

Qtialified  herd— {a)  Qualification.  (1) 
Any  herd  of  cattle  or  bison  which  is  in 
a  quarantined  area,  not  known  to  be  af- 
fected, and  negative  to  two  consecutive 
herd  blood  tests.  The  first  of  these  two 
herd  blood  tests  shall  be  conducted  not 
more  than  240  days  nor  less  than  120 
days  prior  to  the  date  of  classification 
as  a  qualified  herd.  The  second  herd 
blood  test  may  not  be  conducted  less 
than  90  days  nor  more  than  150  days 
after  the  first  test.  Additionally,  the 
second  herd  blood  test  must  be  within 
120  days  of  the  date  of  classlfLoation  as 
a  qualified  herd;  or 

(2)  Any  certified  bracellosis-fSree  herd 
in  a  quarantined  area  which  is  negative 
to  a  herd  blood  test  120  days  before  or 
after  designation  of  the  area  as  a  quar- 
antined area. 

(b)  ReqiMlification.  In  order  to  remain 
a  qualified  herd,  a  herd  must  be  nega- 
tive to  successive  requalifying  herd 
blood   tests.   Each  requalifying  test 


shall  be  conducted  not  more  than  120 
dajrs  from  the  date  of  the  preceding 

herd  blood  test.  All  cattle  or  bison 
added  to  a  qualified  herd  must  be  in- 
cluded in  two  successive  herd  blood 
tests  of  the  qualified  herd  to  qualify  as 
cattle  or  bison  from  the  qualified  herd. 

Quarantined  area.  An  area  that  does 
not  meet  the  criteria  for  classification 
as  Class  Free,  Class  A,  Class  B,  or  Class 
O. 

Quarantined  feedlot  A  A  confined  area 
under  State  quarantine  approved  Joint- 
ly by  the  State  animal  health  official 
and  the  Veterinarian  in  Charge.  Ap- 
proval will  be  granted  only  after  a 
State  ippresentative  or  APHIS  rep- 
resentative inspects  the  confined  area 
and  determines  that  all  cattle  and 
bison  are  secure  and  isolated  from  con- 
tact with  all  other  cattle  and  bison, 
that  there  are  facilities  for  identifying 
cattle  and  bison,  and  that  there  is  no 
possibility  of  turacellosis  being  me- 
chanically transmitted  from  the  con- 
fined area.  The  quarantined  feedlot 
shall  be  maintained  for  feeding  cattle 
and  bison  for  slaughter,  with  no  provi- 
sions for  pasturing  or  grazing.  All  cat- 
tle and  bison  in  a  quarantined  feedlot, 
except  steers  and  spayed  heifers,  shall 
be  treated  as  brucellosis  exposed. 

(a)  All  cattle  and  bison,  except  steers 
and  spayed  heifers,  leaving  the  quar- 
antined feedlot  must  (1)  Be  accom- 
panied by  a  permit  and  move  directly 
to  a  recognized  slaughtering  establish- 
ment; or  (2)  Be  "S"  branded  and  ac- 
companied by  an  ''S"  brand  permit  and 
move  directly  to  an  approved  Inter- 
mediate handling  facility  and  then  di- 
rectly to  another  quarantined  feedlot 
or  a  recognized  slaughtering  establish- 
ment; or  (3)  Be  accompanied  by  a  per- 
mit issued  by  the  State  animal  health 
official  and  move  directly  to  another 
quarantined  feedlot;  or  (4)  After  being 
"S"  branded  at  the  quarantined  feed- 
lot,  be  accompanied  by  an  "S"  brand 
permit  and  move  directly  to  a  specifi- 
cally approved  stockyard  approved  to 
receive  bracellosis  exposed  cattle  and 
bison  and  then  directly  to  a  recognized 
slaughtering  establishment  or  another 


*  A  list  of  quarantined  feedlots  In  any  State 
may  be  obtained  from  the  State  animal 
health  official,  a  State  representative,  or  an 
APHIS  representative. 
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quaraatined  feedlot;  or  (5)  After  htAag 

"S"  branded  at  tTio  quarantined  feed- 
lot,  bp  accompanied  by  an  "S"  brand 
periniL  and  move  directly  to  a  specifi- 
cally approved  stockyard  approved  to 
receive  brucellosis  exposed  cattle  and 
bison  and  then  directly  to  an  approved 
intermediate  handling  facility  and 
then  directly  to  anoldier  quarantined 
feedlot  or  a  recognized  slaughtering  ee- 
tablishment.  However,  finished  fed  cat- 
tle moving  directly  to  a  recogmlaed 
BlanflThtering  eetabllalmient  are  exempt 
ft-om  the  permlV**S"  brand  permit  re- 
quirement. 

(b)  The  SUte  animal  health  official 
and  the  Veterinarian  In  Ohargre  shall 
establish  procedures  for  accounting  for 
all  cattle  and  bison  entering  or  leaving 
quarantined  feedlots. 

Quarantined  pasture.  A  confined  gras- 
Ing  area  under  State  quarantine  ap- 
proved by  the  State  animal  health  offi- 
cial. Veterinarian  in  Cbarge  and  the 
Administrator.  A  justification  of  the 
need  for  the  quarantined  pasture  must 
be  prepared  by  the  State  animal  health 
official  and/ or  Veterinarian  in  Charge 
and  submitted  to  the  Administrator. 
An  intensified  brucellosis  eradication 
effort  which  produces  large  numbers  of 
brucellosis  exposed  cattle  or  bison  or 
official  adult  vaccinates  needing  the 
grazing  period  to  reach  slaughter  con- 
dition would  be  an  acceptable  justifica- 
tion. Approval  will  be  granted  only 
after  a  State  representative  or  APHIS 
representative  inspects  the  confined 
grazing  area  and  determines  that  all 
cattle  and  bison  are  secure  and  isolated 
from  contact  with  all  other  cattle  and 
bison,  that  there  are  facilities  for  iden- 
tifying the  cattle  and  bison,  and  that 
there  is  no  possibility  of  brucellosis 
being  mechanically  transmitted  from 
the  confined  grasing  area.  The  quar- 
antined pasture  shall  be  for  utilizing 
available  forage  for  growth  or  to  im- 
prove flesh  condition  of  cattle  or  bison. 
No  cattle  or  bison  may  be  moved  intoi-- 
state  into  the.se  quarantined  pastures, 
which  shall  be  restricted  for  use  by  cat- 
tle or  bison  originating  within  the 
State.  All  cattle  or  bison  shall  be  of 
the  same  sex.  except  that  neutered  cat- 
tle and  bison  may  share  the  quar- 
antined pasture.  All  cattle  and  bison, 
except  steers  and  spayed  heifers,  must 
be  '*S**  branded  upon  entering  the  quar- 


antined pasture.  All  cattle  and  bison, 

except  steers  and  spayed  heifers,  leav- 
ing the  quarantined  pasture  must  move 
directly  to  a  recognized  slaughtering 
establishment  or  quarantined  feedlot, 
or  directly  to  an  approved  intermediate 
handling  facility  and  then  directly  to  a 
recognized  slaughtering  establishment, 
or  directly  to  an  approved  intermediate 
handling  facility  and  then  directly  to  a 
quarantined  feedlot  and  then  directly 
to  a  recognized  slaughtering  establish- 
ment. The  movement  shall  be  in  ac- 
cordance with  established  procedures 
for  handling  brucellosis  exposed  cattle 
and  bison,  including  issuance  of  "S" 
brand  permits  prior  to  movement.  The 
State  animal  health  official  and  Vet- 
erinarian in  Chaise  shall  establish  pro- 
cedures for  accounting  for  all  cattle 
and  bison  entering  and  leaving  the 
quarantined  pasture.  All  bmoellosls  ex- 
posed cattle  and  bison  must  vacate  the 
premises  on  or  before  the  expiration  of 
approval,  which  may  not  last  longer 
than  10  months. 

Recognized  slaughtering  establishment.^ 
Any  slaughtering  establishment  oper^ 
ating  under  the  provisions  of  the  Fed- 
eral Meat  Inspection  Act  (21  U.S.O.  001 
et  seq.)  or  a  State  meat  Inspeotloii  act. 

Rodeo  bulls.  Male  cattle  kept  solely 
for  performance  at  rodeos. 

"S"  branded.  Branding  with  a  hot 
fron  the  letter  "S"  high  on  the  left  hip 
near  the  tailhead  and  at  least  5  by  6 
centimeters  (2  by  2  inches)  in  size. 

"S"  brand  permit.  A  document  pre- 
pared at  the  point  of  origin  which  lists 
the  points  of  origin  and  destination, 
the  number  of  animals  covered,  the 
purpose  of  movement,  and  one  of  the 
following:  The  official  eartag  number, 
individual  animal  registered  breed  as- 
sociation  registration  tattoo,  indi- 
vidual animal  registered  breed  associa- 
tion registration  brand,  individual  ani- 
mal registered  breed  association  reg- 
istration number.  United  States  De- 
pai-tment  of  Agriculture  backtag  (when 
applied  serially,  only  the  beginning  and 
the  ending  numbers  need  be  recorded), 
or  similar  individual  identlfloatioii.  If 


3  A  list  of  recognized  slaughtering  estab- 
lishments in  any  State  may  be  obtained  from 
an  APHIS  representative,  the  State  animal 
health  ofXicial,  or  a  State  representative. 
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the  document  is  prepared  at  a  qiiar> 
antined  feedlot.  it  shall  be  prepared  by 
an  accredited  veterinarian,  a  State  rep- 
resentative, or  an  individual  des- 
ignated for  that  purpose  by  the  State 
animal  health  official.  If  the  document 
is  prepared  at  any  other  point  of  ori- 
gin, it  shall  be  prepared  by  an  accred- 
ited veterinarian,  State  representative, 
or  APHIS  representative.  (A  new  ''S" 
brand  permit  is  required  for  each 
change  in  destination.  However,  "S" 
brand  permits  accompansring  cattle  or 
bison  to  approved  intermediate  han- 
dling facilities  may  list  either  the  ap- 
pnyred  intermediate  handling  facility, 
a  qoarantined  feedlot,  or  a  recognized 
slaughtering  establishment  as  the 
point  of  destination.  If  the  "S"  brand 
permit  lists  a  quarantined  feedlot  or  a 
recognized  slaughtering  establishment 
as  the  point  of  destination,  the  "S" 
brand  permit  must  list  the  approved  in- 
termediate handling  facility  as  a  tem- 
porary stopping  point,  and  no  addi- 
tional "S"  brand  permit  is  required  for 
the  subsequent  movement  of  the  cattle 
or  bison  from  the  approved  inters 
mediate  handling  facility  to  the  quar- 
antined feedlot  or  to  the  recognized 
idaughtering  establishment.  Subse- 
qaent  movements  from  the  quar- 
antined feedlot  shall  be  subject  to  re- 
quirements set  forth  in  the  definition 
of  "quarantined  feedlot"  in  this  sec- 
tion.) 

Sow.  A  female  swine  which  is  partu- 
rient or  postparturient. 

Specifically  approved  stockyard.^  Prem- 
ises where  cattle  or  bison  are  assem- 
bled for  sale  or  sale  purposes  and  which 
meet  the  standards  set  forth  in  §71.20 
of  this  chapter  and  are  approved  by  the 
Administrator. 

State.  Any  State,  the  District  of  Co- 
lumbia, Puerto  Rico,  the  Virgin  Islands 
of  the  United  States,  Guam,  the  North- 
em  Mariana  Islands  or  any  other  terri- 
tory or  posaeaelon  <tf  the  United  States. 

State  animal  health  official.  The  State 
official  responsible  for  livestock  and 
poultry  disease  control  and  eradication 
programs. 


'Notices  containing  lists  of  specifically  ap- 
proved stockyards  are  published  in  the  Fed- 
eral Register.  Lists  of  specifically  ap- 
proved stockyards  also  may  be  obtained  from 
the  State  luiimal  health  official.  State  rop- 
reeentatives,  or  APHIS  reiveaeiitatlves. 


State  representative.  An  individual  em- 
ployed in  animal  health  work  by  a 
State  or  a  political  subdivision  thereof 
and  authorized  by  such  State  or  polit- 
ical subdiylsion  to  perform  the  flmc- 

tion  involved  under  a  memorandum  of 
understanding  with  the  United  States 
Department  of  Agriculture. 
SuccessfuUy  cloaed  case.  Follow  up  of 

an  MCI  reactor  traceback  with  an  epi- 
demiolotric  investigation  which  results 
in  brucellosis  testing  or  quarantine  of 
the  herd  of  origin,  or  a  determination 

by  a  desis^nated  brucellosis  epidemiolo- 
gist that  justification  exists  for  not 
testing  or  quarantining  the  herd  of  ori- 
gin. 

Sivine  bmceUnsis.  The  communicable 
disease  of  swine  caused  by  Brucella  suis 
(B.  suia)  biovar  1  or  3. 

Test-eligible  cattle  and  bison.  For  pur^ 
poses  of  interstate  movement,  test-eli- 
gible cattle  and  bison  are: 

(a)  Cattle  and  bison  which  are  not  of- 
ficial vaccinates  and  which  have  lost 
their  first  pair  of  temporary  incisors 
(18  months  of  age  or  over),  except 
steers  and  spayed  heifers; 

<b)  Official  calfhood  vaccinates  18 
months  of  age  or  over  which  are  partu- 
rient or  postparturient: 

(c)  Official  calfhood  vaccinates  of 
heef  hreeds  or  hison  with  the  first  pair 
of  permanent  incisors  fully  erupted  (2 
years  of  age  or  over);  and 

(d)  Official  calfhood  vaccinates  of 
dairy  breeds  with  partial  eruption  of 
the  first  pair  of  permanent  incisors  (20 
months  of  age  or  over). 

United  States  Department  of  Agri- 
culture backtag.  A  backtag  issued  by 
APHIS  that  conforms  to  the  eight- 
character  alpha-numeric  National 
Backtagging  System,  and  that  provides 
unique  identification  for  each  animal. 

Validated  brucellosis-free  herd,  (a)  A 
swine  herd  not  known  to  be  infected 
with  swine  brucellosis,  located  in  a 
validated  brucellosis-free  State;  or 

(b)  A  swine  herd  in  a  State  that  has 
not  been  validated  as  brucellosis-free, 
provided  the  herd  meets  the  conditions 
for  validation,  as  follows: 

(1)  Validation.  A  swine  herd  may  he 
validated  as  brucellosis-free  if  it  has 
been  found  brucellosis  negative  after 
either  a  complete-herd  test  (OHT)  or  an 
incremental  OHT.  The  incremental 
GHT  may  be  conducted  by  testing  all 
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breeding  swine  6  months  of  age  or  older 
with  negative  results  within  365  days, 
either  In  four  25-percent  increments, 
with  those  tests  being  conducted  on 
the  90th,  180th.  270th,  and  360th  days  of 
the  testing  cycle,  or  in  10-percent  in- 
crements every  25-35  days  until  100  per- 
cent of  those  swine  have  been  tested.  In 
cases  where  nnforseen  circumstances 
warrant  such  action,  the  Adminis- 
trator may  approve  an  extension  of  up 
to  15  days  of  the  date  on  which  a  test 
under  the  25-percent  incremental  herd 
test  is  to  be  conducted,  thus  allowing  a 
test  to  be  conducted  no  later  than  the 
106th.  195th,  285th.  or  375th  day  of  the 
testing  cycle.  No  swine  may  be  tested 
twice  during  the  testing  cycle  to  com- 
ply with  either  the  25  percent  require- 
ment or  the  10  percent  requirement.  No 
ftuther  testing  is  required  once  100  per- 
cent of  the  breeding-  swine  have  been 
tested.  After  all  breeding  swine  have 
tested  brucellosis  negative,  a  herd  may 
be  validated  as  bnioellosis-free.  Unless 
the  Administrator  has  approved  an  al- 
ternative testing  schedule,  which 
might  extend  the  testing  cycle,  a  herd 
retains  validated  brucellosis-free  sta- 
tus for  a  maximum  of  365  days. 

(2)  Maintaining  validation.  Validation 
may  be  continuously  maintained  if  a 
complete  herd  test  (CHT)  is  performed 
once  every  365  days,  with  negative  re- 
sults, or  an  incremental  CHT  is  per- 
formed. The  incremental  CHT  may  be 
conducted  by  testing  all  breeding  swine 
6  months  of  age  or  older,  with  negative 
results,  within  365  days  in  either  four 
25-percent  increments,  with  those  tests 
being  conducted  on  the  90th,  180th, 
270th.  and  360th  days  of  the  testing 
cycle,  or  in  10-percent  increments 
every  25-35  days  until  100  percent  of 
those  swine  have  been  tested.  In  cases 
where  unforeseen  circumstances  war- 
rant such  action,  the  Administrator 
may  approve  an  alternative  testing 
schedule  under  which  the  25  percent  or 

10  percent  incremental  CHT  would  be 
completed,  with  negative  results,  with- 
in 120  days,  during  which  time  the 
herd's  validated  brucellosis-free  status 
would  be  continued.  No  swine  may  be 
tested  twice  during  the  testing  cycle  to 
comply  with  these  requirements.  No 
fnrUier  testing  is  required  once  100  per- 
cent of  the  breedlncr  swine  have  been 
tested. 


Validated  brucellosis-free  State.  A 
State  may  apply  for  validated-free  sta- 
tus when: 

(a)  Any  herd  found  to  have  swine  Im- 

oellosis  during  the  2-year  qualification 
period  preceding  the  application  has 
been  depopulated.  More  than  one  ^d- 
ing  of  a  swine  brucellosis-Infected  herd 
during  the  qualification  period  dis- 
qualifies the  State  trom  valldatloB  as 
brucellosis-free;  and 

(b)  Durlngr  the  2-year  qnalifioatlon 
period,  the  State  has  completed  sop* 
velllance,  annually,  as  follows: 

(1)  Complete  herd  testing.  Subjecting 
all  swine  in  the  State  that  are  6 
months  of  age  or  older  and  maintained 
for  breeding  purposes  to  an  ofClolal 
swine  brucellosis  test;  or 

(2)  Market  swine  testing.  Subjecting  20 
percent  of  the  State's  swine  6  months 
of  age  or  older  and  maintained  for 
breeding  purposes  to  an  official  swine 
brucellosis  test,  and  demonstrating 
sncoessftil  tracebaok  of  at  least  80  per- 
cent of  market  swine  test  (MST)  reac- 
tors to  the  herd  of  origin.  Blood  sam- 
ples may  be  collected  from  MST  swine 
if  the  swine  can  be  Identllled  to  their 

herd  of  origin,  in  accordance  with 
§  71.19(b)  of  this  subchapter.  All  MST 
reactor  herds  are  subject  to  a  CHT 
within  SO  days  of  the  MST  laboratory 
report  date,  as  determined  by  a  des- 
ignated epidemiologist;  or 

(3)  Statistical  analysis.  Demonstrating, 
by  a  statistical  analysis  of  all  official 
swine  brucellosis  test  results  (Includ- 
ing herd  validation,  MST,  change-of- 
ownership,  diagnostic)  during  the  2- 
year  qualification  period,  a  surveil- 
lance level  equivalent  or  superior  to 
CHT  and  MST  testing  programs  dis- 
cussed in  this  paragraph. 

(c)  To  maintain  validation,  a  State 
must  annually  survey  at  least  5  per- 
cent of  its  breeding  swine,  and  dem- 
onstrate traceback  to  herd  of  origin  of 
at  least  80  percent  of  all  BfST  reactors. 
A  State  must  demonstrate  its  con- 
tinuing ability  to  meet  the  criteria  set 
forth  in  paragraph  (c)  of  this  definition 
within  30-40  months  of  receiving  vali- 
dated brucellosis-free  State  status  to 
retain  that  status. 

Veterinarian  in  Charge.  The  veteri- 
nary official  of  the  Animal  and  Plant 
Health  Inspection  Service.  United 
States  Department  of  Agriculture,  who 
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is  assigned  by  the  Administrator  to  su- 
pervise and  perform  the  official  animal 
health  work  of  the  Animal  and  Plant 
Health  Inspection  Service  in  the  State 
concerned. 

Whole  herd  vaccination.  The  vaccina- 
tion of  all  female  cattle  and  female 
bison  4  months  of  age  or  over  in  a  herd 
when  aathorlBed  by  the  State  animal 
health  official  and  the  Veterinarian  in 
Chars^e.  and  conducted  in  accordance 
with  the  definitions  of  official  adult 
vaccinate  and  official  oalfhood  vac- 
cinate. 

(Approved  by  the  Office  of  Management  and 
Bud'^et  under  control  number  0679-0047) 

[51 FR  32680.  Sept.  12.  1986] 

EnrroRiAL  Note:  For  Federal  Register  ci- 
tations affecting  §78.1,  see  the  List  of  CFR 
SeotioiiB  AfliBeted,  which  appears  in  the 
Findin<?  Aids  section  Of  the  printed  volume 

and  on  GPO  Access. 

S78.2  Handling  of  certificates,  permits, 
and  '^S"  brand  permits  for  inter' 
ctate  movement  as  animala. 

(a)  Any  certificate,  permit,  or  "S" 

brand  permit  required  by  this  part  for 
the  interstate  movement  of  animals 
sliail  be  deiivered  to  the  person  moving 
the  anlmala  by  the  shipper  or  shipper's 
agent  at  the  time  the  animals  are  de- 
livered for  movement  and  shall  accom- 
pany the  animals  to  their  destination 
and  be  delivered  to  the  consignee  or 
the  person  receiving  the  animals. 

(b)  The  APHIS  representative,  State 
representative,  or  accredited  veteri- 
narian issuing  a  certificate  or  permit 
required  for  the  Interstate  movement 
of  animals  under  this  part,  except  for 
permits  for  entry  and  *S"  brand  per- 
mits,  shall  forward  a  copy  thereof  as 
follows: 

(1)  A  copy  of  each  certificate  shall  be 
forwarded  to  the  State  animal  health 
official  of  the  State  of  destination,  or 
to  the  state  animal  health  oHlcial  of 
the  State  of  orig-in  for  forwarding  to 
the  State  of  destination;  or 

(2)  A  copy  of  each  permit  shall  be  for- 
warded to  the  State  animal  health  offi- 
cial of  the  State  of  destination. 

(Approved  by  the  Offic^e  of  Manairoment  and 
Budget  under  control  number  0579'4X)47) 

[51  FR  32580.  Sept.  12.  1966.  as  amended  at  56 
FR  54SSS.  Oct.  22.  SB  FR  58888.  Nov.  21, 
1891] 


§78.3  Handling  in  transit  of  catile  and 
bison  moved  interstate. 

Cattle  and  bison  movine:  interstate, 
except  cattle  and  bison  moved  directly 
to  a  recognized  slaughtering  establish- 
ment, approved  intermediate  handling 
facility,  or  quarantined  feedlot.  shall 
be  moved  only  in  a  means  of  convey- 
ance which  has  been  cleaned  in  accord- 
ance with  K71'5.  71.7,  71.10,  and  71.11  of 
this  chapter  and.  if  unloaded  in  the 
course  of  such  movement,  shall  be  han- 
dled only  in  pens  cleaned  in  accordance 
with  the  provisions  of  i§71.4,  71.7,  71.10, 
and  71.11  of  this  chapter. 

§78.4  [Reserved] 

Subpart  Restrictions  on  Inter- 
state Movement  of  Cattle  Be- 
cause of  Brucellosis 

§78JB  General  reetrictioiis. 

Cattle  may  not  be  moved  interstate 
except  in  complianoe  with  this  subiiart. 

§78j6  Steefs  and  qpayed  iMiCen. 

Steers  and '  spayed  heifers  may  be 

moved  Interstate  without  restriction 
under  this  8ub];»art. 

§78.7  BruceHoaifl  reactor  cattle. 

(a)  Destination.  Brucellosis  reactor 

cattle  may  be  moved  interstate  only 
for  immediate  slaughter  as  follows: 

(1)  Directly  to  a  recognized  slaugh- 
tering establishment; 

(2)  Directly  to  an  approved  inter- 
mediate handlins?  facility  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
tablishment; or 

(3)  Prom  a  farm  of  origin  directly  to 
a  specifically  approved  stockyard  ap- 
proved to  receive  bruceliosis  reactors 
and  then 

(i)  Directly  to  a  recognised  slangh- 
teriner  establishment:  or 

(ii)  Directly  to  an  approved  inter- 
mediate handling  facility  and  then  di- 
rectly to  a  reaognized  slaughtering  es- 
tablishment. 

(b)  Jdentijication.  Brucellosis  reactor 
cattle  must  be  indlvidnidly  identified 
prior  to  moving  interstate  by  attach- 
ing to  the  left  ear  a  metal  ta^  Viearing 
a  serial  number  and  the  inscription 
**U.S.  Reactor,**  or  a  metal  tag  bearing 
a  serial  number  designated  by  the 
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state  animal  health  official  for  Identi- 
fying brucellosis  reactors,  and  must  be: 

(1)  '*B**  Immded  (as  defined  In  §78.1): 

or 

(2)  Accompanied  directly  to  slaugh- 
ter by  an  APHIS  or  State  representa- 
tive; or 

(3)  Moved  in  vehicles  closed  with  ofll- 
cial  seals  applied  and  removed  by  an 
APHIS  representative.  State  represent- 
ative, accredited  veterinarian,  or  an  In- 
dividual authorized  for  this  purpose  by 
an  APHIS  representative.  The  official 
seal  numbers  must  be  recorded  on  the 
accompanying  permit. 

(c)  Permit.  Brucellosis  reactor  cattle 
moving  interstate  shall  be  accom- 
panied to  destination  by  a  permit. 

(d)  Marking  of  records.  Bach  person 
moving  brucellosis  reactor  cattle  inter- 
state shall,  in  the  course  of  interstate 
movement,  plainly  write  or  stamp  the 
words  "Bracellosls  Reactor*'  upon  the 
face  of  any  document  that  person  pre- 
pares in  connection  with  such  move- 
ment. 

(e)  Segregation  en  route.  Brucellosis 

reactor  cattle  shall  not  be  moved  inter- 
state in  any  means  of  conveyance  con- 
taining animals  which  are  not  brucel- 
losis reactors  unless  all  the  animals 
are  for  Immediate  slaughter  or  unless 
the  brucellosis  reactor  cattle  are  kept 
separate  from  the  other  animals  by  a 
partition  securely  aMxed  to  the  sides 
of  the  means  of  conveyance. 

(Approved  by  the  Office  of  Management  and 

Budget  under  control  number  0579  0051 ) 

L51  FR  32580,  Sept.  12,  ld86,  as  amended  at  59 
FR  67188,  Deo.  89,  1904;  69  FR  48887,  Sept.  19, 
1995] 

i7&8  Bmoeiiosls  eoEpoeed  cattle. 

Brucellosis  exposed  cattle  may  he 

moved  interstate  only  as  follows: 

(a)  Movement  to  recognised  slaugh- 
tering establishments.  (1)  Finished  fed 
cattle  trom  a  quarantined  feedlot  may 

he  moved  Interstate 

(1)  Directly  to  a  recognized  slaugh- 
tering establishment  without  further 
restriction  under  this  part;  or 

(ii)  Directly  to  an  approved  inter- 
mediate handling  facility  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
tablishment if  accompanied  by  a  per- 
mit or  "S"  brand  permit. 

(2)  Brucellosis  exposed  cattle  may  be 
moved  interstate  directly  to  a  recog- 


nized slaughtering  establishment  if 
such  cattle  are: 

(1)  Individually  identified  by  an  offl- 
olal  eartasr  or  a  United  States  Depart- 
ment of  Agriculture  backtag; 

(ii)  Accompanied  by  a  permit  or  "S" 
brand  permit;  and 

(iilKA)  "S**  branded  before  leaving 
the  premises  from  whifdi  they  are  to  be 
moved  interstate;  or 

(B)  "B"  branded  when  a  claim  for  in- 
demnity is  made  under  part  51  of  this 
chapter;  or 

(C)  Official  adult  vaccinates;  or 

(D)  Accompanied  directly  to  slaugh- 
ter by  an  APHIS  or  State  representa- 
tive; or 

(B)  Moved  in  vehicles  closed  with  of- 
ficial seals  applied  and  removed  by  an 
APHIS  representative.  State  represent- 
ative, accredited  veterinarian,  or  an  in- 
dividual authorized  for  this  purpose  by 
an  AFMB  representative. 

The  official  seal  nnmbemi  mut  be  re- 
corded on  the  accompanylaff  permit  or 

*'S"  brand  permit. 

(3)  Brucellosis  exposed  cattle  may  be 
moved  Interstate  directly  to  an  ap- 
proved intermediate  handlinie:  facllitj'- 
and  then  directly  to  a  recognized 
slaughtering  establishment  if  such  cat- 
tle are: 

(i)  Individually  identified  by  an  offi- 
cial eartag  or  a  United  States  Depart- 
ment of  Agriculture  backtag; 

(H)  Accompanied  by  a  permit  or  **S** 
brand  permit;  and 

(iiiXA)  "S"  branded  before  leaving 
the  premises  fi-om  which  they  are  to  be 
moved  interstate:  or 

(B)  **B"  branded  when  a  claim  for  in- 
demnity is  made  under  part  51  of  this 
chapter:  or 

(C)  Official  adult  vaccinates;  or 

(D)  Moved  in  vehicles  closed  with  of- 
ficial seals  applied  and  removed  by  an 
APHIS  representative,  State  represent- 
ative, accredited  veterinarian,  or  an  in- 
dividual authorized  for  this  purpose  by 
an  AFHI8  representative.  The  official 
seal  numbers  must  be  recorded  on  the 
accompanying  permit  or  "S"  brand 
permit. 

(4)  Brucellosis  exposed  cattle  moving 

to  slaughter  from  a  farm  of  origin  may 
be  moved  directly  to  a  specifically  ap- 
proved stocltyard  approved  to  receive 
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brucellosis  exposed  cattle  and  then  di- 
rectly to  a  recog-nized  slaughtering  es- 
tablisliment  if  such  cattle  are: 

(1)  Indlvldiially  identified  by  an  offi- 
cial eartag  or  United  States  Depart- 
ment of  Aerriculture  backtag; 

(ii)  Accompanied  by  a  permit  or  "S" 
brand  permit;  and 

(iiiXA)  "S"  branded  before  leaving 
the  premises  from  which  they  are  to  be 
moved  interstate;  or 

(B)  '*B"  branded  when  a  claim  for  in- 
demnity Is  made  under  part  51  of  this 
chapter:  or 

(C)  Official  adult  vaccinates;  or 

(D)  Moved  in  vehicles  closed  with  of- 
ficial seals  applied  and  removed  by  an 
APHIS  representative.  State  represent- 
ative, accredited  veterinarian,  or  an  in- 
dividual authorized  for  this  purpose  by 
an  APHIS  representative. 

The  official  seal  nombers  must  be  re- 
corded on  the  accompansring  permit  or 
* '  S  "  brand  permit. 

(5)  Bmcellosis  exposed  oattle  moving 
to  slaughter  from  a  fann  of  origin  may 
be  moved  directly  to  a  specifically  ap- 
proved stockyard  approved  to  receive 
bracellosis  exposed  cattle  and  then  di- 
rectly to  an  approved  intermediate 
handling  facility  and  then  directly  to  a 
recognized  slaughtering  establishment 
if  such  oattle  are: 

(i)  Individually  identified  by  an  offi- 
cial eartag  or  United  States  Depart- 
ment of  Agriculture  backtag; 

(ii)  Accompanied  by  a  permit  or  "S" 
brand  permit;  and 

(iiiXA)  "S"  branded  before  leaving 
the  premises  fi*om  which  they  are  to  be 
moved  interstate;  or 

(B)  "B"  branded  when  a  claim  for  in- 
demnity is  made  under  part  51  of  this 
chapter;  or 

(C)  Official  adult  vaccinates;  or 

(D)  Moved  in  vehicles  dosed  with  of- 
ficial seals  applied  and  removed  by  an 
APHIS  representative.  State  represent- 
ative, accredited  veterinarian,  or  an  in- 
dividual authorized  for  this  purpose  by 
an  APHIS  representative.  The  official 
seal  numbers  must  be  recorded  on  the 
accompanying  permit  or  **S'*  brand 
permit. 

(b)  Movement  to  quarantined  feedlots. 
Brucellosis  exposed  cattle  for  which  no 
claim  for  indenmity  is  being  made  by 
the  owner  under  part  51  of  this  chapter 
may  be  moved  interstate  directly  to  a 


quarantined  feedlot.  or  from  a  farm  of 
orierln  directly  to  a  specifically  ap- 
proved stockyard  approved  to  receive 
brucellosis  exposed  cattle  and  then  di- 
rectly to  a  quarantined  feedlot*  or  from 
a  fai-m  of  Di-itrin  directly  to  an  approved 
intermediate  handling  facility  and 
then  directly  to  a  quarantined  feedlot, 
or  from  a  farm  of  origin  directly  to  a 
specifically  approved  stockyard  ap- 
proved to  receive  brucellosis  exposed 
cattle  and  then  directly  to  an  approved 
intermediate  handling  facility  and 
then  directly  to  a  quarantined  feedlot, 
if  the  cattle  are: 

(.1)  Individually  identified  by  an  offi- 
cial eartag  or  a  United  States  Depart- 
ment of  Agriculture  backtag: 

(2)  Accompanied  by  a  permit  or  "S" 
brand  permit;  and 

(3Ki)  "S"  branded  before  leaving  the 
premises  from  which  they  are  to  be 
moved  interstate:  or 

(ii)  Official  adult  vaccinates;  or 

(iii)  Moved  in  vehicles  closed  with  of- 
ficial seals  applied  and  removed  by  an 
APHIS  representative,  State  represent- 
ative, accredited  veterinarian,  or  an  in- 
dividual authorised  for  this  purpose  by 
an  APHIS  representative.  The  official 
seal  numbers  must  be  recorded  on  the 
accompanying  permit  or  ''S"  brand 
permit. 

(c)  Movement  other  than  in  accordance 
with  paragraphs  (a)  and  (b)  of  this  sec- 
tion. Brucellosis  exposed  cattle  for 
which  no  claim  for  indenmity  is  being 
made  by  the  owner  under  part  51  of  this 
chapter  also  may  be  moved  interstate 
in  accordance  with  §78.10  and  as  fol- 
lows: 

(1)  Such  brucellosis  exposed  cattle 

from  herds  known  to  be  affected  other 
than  female  cattle  which  originate  in 
Class  B  States  or  areas  or  Class  C 
States  or  areas  may  be  moved  inters 
state  if  the  cattle  are: 

(i)  Under  6  months  of  agre  and  weaned 
from  brucellosis  reactors  or  brucellosis 
exposed  cows  not  less  than  30  days  im- 
mediately preceding  interstate  move- 
ment; or 

(ii)  Under  6  months  of  age  and  nurs- 
ing brucellosis  exposed  cows  in  a  herd 
subjected  to  a  herd  blood  test  within  10 
days  prior  to  interstate  movement:  or 

(iii)  Official  vaccinates  under  1  year 
of  age  from  a  herd  following  an  ap- 
proved individual  herd  plan. 
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(2)  Cattle  moved  interstate  from  a 

farm  of  orig-in  directly  to  a  specifically 
approved  stockyard  in  accordance  with. 
§78.9(b)(3)(iil),  78.9(c)(3)(iil),  or  78.9(dK3) 
of  this  part  and  subsequently  deter- 
mined to  be  brucellosis  exposed  may  be 
moved  interstate  directly  back  to  the 
liarm  of  origin  under  the  following  con- 
ditions: 

fi)  Prior  to  interstate  movement, 
State  representatives  of  the  State  in 
which  the  cattle  are  located  and  the 
State  of  destination  advise  APHIS  that 
such  movement  would  not  be  contrary 
to  the  laws  and  regulations  of  their  re- 
spective States; 

(ii)  Prior  to  interstate  movement, 
the  State  representative  of  the  State  of 
destination  agrees  to  quarantine  the 
cattle  on  arrival  and  to  require  that  all 
test-eligible  cattle  on  the  farm  of  ori- 
gin be  subjected  to  an  official  test;  and 

(lii)  The  cattle  are  accompanied  to 
the  farm  of  origin  by  a  permit. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0051) 

(51  FR  32580.  Sept.  12,  1966.  as  amended  at  54 
FR  1925.  Jan.  18.  1989:  .56  FR  54533.  54534,  Oct. 
22.  1991:  56  FR  65782,  Dec.  18.  1991;  59  FR  67133. 
Deo.  29. 1904: 60  FR  48867.  Sept.  19. 1966] 

iTIil  Cattle  tram  kerds  not  known  to 
beaflbetod. 

Male  cattle  which  are  not  test  elig-i- 
ble  and  are  from  herds  not  known  to  be 
affected  may  be  moved  interstate  with- 
out ftuther  re8triotl<».  Female  cattle 
which  are  not  test  eligible  and  are  from 
herds  not  known  to  be  affected  may  be 
moved  interstate  only  in  accordance 
witli  §78.16  of  this  part  and  this  tsec- 
tion.  Test-eligible  cattle  which  are  not 
brucellosis  exposed  and  are  from  herds 
not  known  to  be  affected  may  be  moved 
interstate  only  in  accordance  wltb 
178.10  and  as  follows: 

(a)  Class  Free  Statvs  areas.  Test-eligi- 
ble cattle  which  originate  in  Class  Free 
States  or  areas,  are  not  brucellosis  ex- 
pos^, and  are  from  a  herd  not  known 
to  be  affected  may  be  mov^d  interstate 
from  Class  Free  States  or  areas  only  as 
specified  below: 

(1)  Movement  to  recognised  slaughtering 
establishments,  (i)  Such  cattle  may  be 
moved  interstate  directly  to  a  recog- 
nized slaughtering  establishment  or  di- 
rectly to  a  specifically  approved  stock- 
yard and  then  directly  to  a  recognized 


slaughterlnir  establishment  without  re- 

striction  under  this  subpart. 

(ii)  Such  cattle  may  be  moved  inter- 
state from  a  farm  of  origin  directly  Lo 
an  approved  intermediate  handling  tar 
cility  and  then  directly  to  a  recognized 
slaughter! Hi,'^  e.stablishment  if  accom- 
panied by  a  permit. 

(iii)  Such  cattle  may  be  moved  inter- 
state from  other  than  a  farm  of  origin 
directly  to  an  approved  intermediate 
handling  facility  and  then  directly  to  a 
recognized  slaughtering  establishment 
if  such  cattle  are  accompanied  by  a 
permit. 

(2)  Movement  to  qtuirantined  feedlots. 
Such  cattle  may  be  moved  interstate 

without  restriction  under  this  subpart 
directly  to  a  quarantined  feedlot.  or  di- 
rectly to  a  sj;>ecifically  approved  stock- 
yard and  then  directly  to  a  quar- 
antined feedlot.  or  directly  to  a  specifi- 
cally approved  stockyard  and  then  di- 
rectly to  an  approved  intermediate 
handling  facility  and  then  directly  to  a 
quarantined  feedlot,  or  directly  to  an 
approved  intermediate  handling  facil- 
ity and  then  directly  to  a  quarantined 
feedlot. 

(3)  Movement  other  than  in  accordance 
with  paragraphs  (aXl)  and  (2)  of  this  sec- 
tion. Such  cattle  may  be  moved  inter- 
state other  than  In  aocordanoe  with 
paragraphs  (aXD  and  (2)  of  this  seotlon 
only  if: 

Ci)  Such  cattle  are  moved  interstate 
from  a  farm  of  origin  directly  to  a  spe- 
cifically approved  stockyard;  or 

(ii)  Such  cattle  are  moved  interstate 
from  a  farm  of  origin  or  returned  inter- 
state to  a  fsrm  of  origin  in  the  oonise 
of  normal  ranching  operations,  witiioat 
change  of  ownership,  directly  to  or 
from  another  premises  owned,  leased, 
or  rented  by  tfte  same  Indlvldiial;  ar 

(iii)  Such  cattle  are  moved  Intsntate 
accompanied  by  a  certificate  which 
states,  in  addition  to  the  items  speci- 
fied in  171.1,  that  the  cattle  origiaated 
in  a  Class  Free  State  or  area. 

(b)  Class  A  States/areas.  Test-eligible 
cattle  which  originate  in  Class  A 
States  or  areas,  are  not  brucellosla  ex- 
posed, and  are  from  a  herd  not  known 
to  be  affected  may  be  moved  interstate 
from  Class  A  States  or  areas  only  as 
specified  below: 

(1)  Movement  to  recognized  slaughtering 
establishments,  (i)  Such  cattle  may  be 


272 


Digitized  by  Gopgle 


Animal  and  Pkmt  Health  Inspection  Sen^ice,  USDA 


§78.9 


moved  interstate  from  a  farm  of  origrln 
or  nonquarantined  feedlot  directly  to  a 
recognized  slaughtering  establishment 
or  directly  to  a  specifically  approved 
stockyard  and  then  directly  to  a  recoff- 

nized  slaugrhterin?  establishment  with- 
out restriction  under  this  subpart. 

(ii)  Such  cattle  may  be  moved  inter- 
state from  a  tBJcm  of  origin  directly  to 
an  approved  intermediate  handling  fa- 
cility without  restriction  under  this 
subpart. 

(Hi)  Such  cattle  from  other  than  a 

farm  of  origin  or  nonquarantined  feed- 
lot  may  be  moved  interstate  directly  to 
a  recognized  slaughtering  establish- 
ment or  directly  to  a  specifically  ap- 
proved stockyard  and  then  directly  to 
a  recognized  slaughtering  establish- 
ment if  identity  to  the  Class  A  State  or 
area  is  maintained  by  means  of  identi- 
fication tag  nnmbers  appearing  on  sale 
records  showing  the  consignor  or  by 
penning  cattle  from  the  farm  or  State 
or  area  apart  from  other  animals. 

(iv)  Such  cattle  from  other  than  a 
farm  of  origin  may  be  moved  interstate 
accompanied  by  a  permit. 

(A)  Directly  to  an  approved  inter- 
mediate handling  facility  and  then  di- 
rectly to  a  recognised  slaughtering  es- 
tablishment; or 

(B)  Directly  to  a  specifically  ap- 
proved stockyard  and  then  directly  to 
an  approved  intermediate  handling  fa- 
cility and  then  directly  to  a  recognized 
slaughtering  establishment. 

(2)  Movement  to  quarantined  feedlots. 
(i)  Such  cattle  may  be  moved  inter- 
state from  a  farm  of  origin  directly  to 
a  quarantined  feedlot,  or  directly  to  a 
specifically  approved  stockyard  and 
then  directly  to  a  quarantined  feedlot. 
or  directly  to  a  specifically  approved 
stockyard  and  then  directly  to  an  ap- 
proved intermediate  handling  facility 
and  then  directly  to  a  quarantined 
feedlot.  or  directly  to  an  approved  in- 
termediate handling  facility  and  then 
directly  to  a  quarantined  feedlot,  if  the 
Identity  of  the  farm  of  origin  of  the 
cattle  is  maintained  by  means  of  iden- 
tification tag  numbers  appearing  on 
sale  records  showing  the  consignor  or 
by  penning  cattle  from  the  farm  of  ori- 
gin apart  from  other  animals. 

(ii)  Such  cattle  from  other  than  a 
farm  of  origin  may  be  moved  interstate 
directly  to  a  quarantined  feedlot  or  di- 


rectly to  a  specifically  approved  stock- 
yard and  then  directly  to  a  quar- 
antined feedlot  if  Identity  to  the  Class 
A  State  or  area  is  maintained  by 
means  of  identification  tag  numbers 
appearing  on  sale  records  showing  the 
consignor  or  by  penning  cattle  from 
one  farm  or  State  or  area  apart  from 
other  animals. 

(3)  Movement  other  than  in  accordance 
with  paragraphs  (b)(1)  and  (2)  of  this  sec- 
tion. Such  cattle  may  be  moved  inter- 
state other  than  in  accordance  with 
paragraidto  (b)(1)  and  (2)  of  this  section 
only  if: 

(i)  Such  cattle  originate  in  a  certified 
brucellosis-free  herd  and  aie  accom- 
panied interstate  by  a  certificate  which 
states,  in  addition  to  the  Items  speci- 
fied in  §78.1.  that  the  cattle  originated 
in  a  certified  brucellosis-free  herd;  or 

(11)  Such  cattle  are  negative  to  an  of- 
ficial test  within  30  days  prior  to  such 
interstate  movement  and  are  accom- 
panied interstate  by  a  certificate  which 
states,  in  addition  to  the  items  speci- 
fied in  S78.1,  the  test  dates  and  results 
of  the  official  tests;  or 

(iii)  Such  cattle  are  moved  interstate 
from  a  farm  of  origin  directly  to  a  spe- 
cifically approved  stockyard  and  are 
subjected  to  an  official  test  upon  ar- 
rival at  the  specifically  approved 
stockyard  prior  to  losing  their  identity 
with  the  farm  of  origin;  or 

(iv)  Such  cattle  are  moved  interstate 
from  a  farm  of  origin  or  returned  inter- 
state to  a  farm  nf  origin  in  the  course 
of  normal  ranching  operations,  without 
chfuige  of  ownership,  directly  to  or 
from  another  premises  owned,  leased, 
or  rented  by  the  same  individual. 

(c)  Class  B  States/areas.  Test-eligible 
cattle  which  originate  in  Glass  B 
States  or  areas,  are  not  brucellosis  ex- 
posed, and  are  from  a  herd  not  known 
to  be  affected  may  be  moved  interstate 
from  Class  B  States  or  areas  only 
under  the  oondl^tions  specified  below: 

(1)  Movement  to  recognized  slaughtering 
establishments.  (1)  Such  cattle  may  be 
moved  interstate  from  a  farm  of  origin 
or  a  nonquarantined  feedlot  dfrectly  to 
a  recognized  slaughtering  establish- 
ment without  restriction  under  this 
subpart. 

(ii)  Such  cattle  may  be  moved  inters 
state  ftom  a  tBxm  of  origin  directly  to 
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an  approved  intennediate  handling  fiE^ 
cility  without  restriction  under  this 

subpart. 

(lii)  Such  cattle  may  be  moved  inter- 
state from  a  nonqnarantined  feedlot  di- 

rectly  to  an  approved  intermediate 
handlintr  facility  and  then  directly  to  a 
recognized  slaughtering  establishment 
if  they  are  accompanied  by  a  permit  or 
"S"  brand  permit. 

(iv)  Such  cattle  may  be  moved  inter- 
state from  a  faiin  of  origin  or  a  non- 
qaarantined  feedlot  directly  to  a  spe- 
cifically approved  stockyard  and  then 
to  a  recognized  slaughtering  establish- 
ment if: 

(A)  They  are  negative  to  an  official 

test  conducted  at  the  specifically  ap- 
proved stockyard  and  are  accompanied 
to  slaughter  by  a  certificate  or  •S" 
brand  permit  which  states,  in  addition 
to  the  items  specified  in  §78.1.  the  test 
dates  and  results  of  the  official  tests; 
or 

(B)  They  originate  fi'om  a  certified 

brucellosis-free  herd  and  identity  to 
the  certified  brucellosis-free  herd  is 
maintained;  or 

(C)  They  are  **8**  branded  at  the  spe- 
cifically approved  stockyard,  accom- 
panied by  an  "S"  brand  permit,  and 
moved  directly  to  a  recognized  slaugh- 
tering establishment:  or 

(D)  They  are  moved  from  the  specifi- 
cally approved  stockyard  accompanied 
by  an  "S**  brand  permit  and  in  vehicles 
closed  with  official  seals  applied  and 
removed  hy  an  APHIS  representative,  a 
State  representative,  an  accredited 
veterinarian,  or  an  individual  author- 
ized for  this  purpose  by  an  APHIS  rep- 
resentative. 

The  official  seal  numbers  must  be  re- 
corded on  the  accompanying  "'S"  brand 
permit. 

(v)  Such  cattle  may  be  moved  inter- 
state from  a  farm  of  orif^-in  or  a  non- 
quarantined  feedlot  directly  to  a  spe- 
cifically approved  stockirard  and  then 
to  an  approved  intermediate  handling 
facility  and  then  directly  to  a  recog- 
nized slaughtering  establishment  if: 

(A)  They  are  negative  to  an  official 
test  conducted  at  the  specifically  ap- 
proved stockyard  and  are  accompanied 
by  an  "S"  brand  permit  which  states, 
in  addition  to  the  items  specified  in 
§78.1.  the  test  dates  and  results  of  the 
official  tests;  or 
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(B)  They  originate  Itom  a  certified 

brucellosis-free  herd,  identity  to  the 
certified  brucellosis-free  herd  is  main- 
tained, and  they  are  accompanied  by 
an  **S**  brand  permit;  or 

(C)  They  are  **S"  branded  at  the  spe- 
cifically approved  stockyard,  accom- 
panied by  an  "S"  brand  permit,  and 
moved  directly  to  an  approved  inter- 
mediate handling  facility;  or 

(D)  They  are  accompanied  by  an  "S" 
brand  permit  and  moved  in  vehicles 
closed  with  official  seals  applied  and 
removed  by  an  APHIS  representative. 
State  representative,  accredited  veteri- 
narian.  or  an  individual  authorized  for 
this  purpose  by  an  APHIS  representa- 
tive. The  official  seal  numbers  must  be 
recorded  on  the  accompanying  "8** 
brand  permit. 

(vi)  Such  cattle  from  other  than  a 
farm  of  origin  or  a  nonquarantined 
feedlot  may  be  moved  interstate  to  a 
recognized  slaughtering  establlshmsnt 
only  if: 

(A)  They  are  negative  to  an  otlicial 
test  within  30  days  prior  to  such  mter- 
state  movement  and  are  aocompaaled 

by  a  certificate  or  "S"  brand  permit 
which  states,  in  addition  to  the  items 
specified  in  §  78.1,  the  test  dates  and  re- 
sults of  the  official  tests;  or 

(B)  They  orig-inate  from  a  certified 
brucellosis-free  herd  and  identity  to 
the  certified  brucellosis-free  herd  is 
maintained;  or 

(O)  They  are  '*S**  branded,  accom- 
panied by  an  "S"  brand  permit,  and 
moved  directly  to  a  recognized  slaugh- 
tering establishment;  or 

CD)  They  are  accompanied  by  an  "S** 
brand  permit  and  moved  in  vehicles 
closed  with  official  seals  applied  and 
removed  by  an  APHIS  representative,  a 
State  representative,  an  accredited 
veterinarian,  or  by  an  individual  au- 
thorized for  this  purpose  by  an  APHIS 
representative. 

The  official  seal  numbers  must  be  re- 
corded on  the  accompanying  '*S**  brand 
permit. 

t  vii)  Such  cattle  from  other  than  a 
farm  of  origin  or  a  nonquarantined 
feedlot  may  be  moved  interstate  to  an 
apin?oved  Intermediate  handling  fttdl- 
Ity  and  then  directly  to  a  recog-niaed 
slaughtering  establishment  only  if: 
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(A)  They  are  negative  to  an  official 
test  within  30  days  prior  to  such  inter- 
state movement  and  are  accompanied 
by  a  permit  or  **S*'  brand  permit  which 
states,  in  addition  to  the  items  speci- 
fied in  §78.1,  the  test  dates  and  results 
of  the  official  tests;  or 

(B)  They  originate  from  a  certified 
brucellosis-free  herd,  identity  to  the 
certified  brucellosis-free  herd  is  main- 
tained, and  they  are  accompanied  by 
an  **8'*  brand  permit:  or 

<C)  They  are  "S"  branded,  accom- 
panied by  an  *'S"  brand  permit,  and 
moved  directly  to  an  approved  inter- 
mediate handling  facility;  or 

<D)  They  are  accompanied  by  an  "S" 
brand  permit  and  moved  in  vehicles 
closed  with  official  seals  applied  and 
removed  by  an  APHIS  representative, 
State  representative,  accredited  veteri- 
narian, or  an  individual  authorized  for 
this  purpose  by  an  APHIS  representa- 
tive. The  oliicial  seal  numbers  must  be 
recorded  on  the  accompanying  **S*' 
brand  permit. 

(2)  Movement  to  quarantined  fecdlots. 
(i)  Such  cattle  may  be  moved  inter- 
state ttom  a  flEurm  of  orlgrin  directly  to: 

fA)  A  quarantined  foodlnt  if  such  cat- 
tle are  "S"  branded  upon  arrival  at  the 
Quai  antined  feedlot;  or 

(B)  A  specifically  approved  stockyard 
and  then  directly  to  a  quarantined 
feedlot  or  directly  to  an  approved  in- 
termediate handling  facility  and  then 
directly  to  a  quarantined  feedlot,  if  the 
cattle  are  '*S"  branded  upon  arrival  at 
the  specifically  approved  stockyard 
and  are  accompanied  to  the  quar- 
antined feedlot  by  an  **S**  brand  per- 
mit; or 

(C)  An  approved  intermediate  han- 
dling facility  and  then  directly  to  a 
quarantined  feedlot,  if  the  cattle  are 
"S"  branded  upon  arrival  at  the  ap- 
proved intermediate  handling  facility 
and  are  accompanied  to  the  quar- 
antined feedlot  by  an  *'S**  brand  pM> 
mit;  or 

(D)  A  quarantined  feedlot.  a  specifi- 
cally approved  stockyard  and  then  di- 
rectly to  a  quarantined  feedlot,  or  an 
approved  intermediate  handling  facil- 
ity and  then  directly  to  a  quarantined 
feedlot  if  the  cattle  are  accompanied 
by  an  '*S**  brand  permit  and  moved  in 
vehicles  closed  with  ofllolal  seals  ap- 
plied and  removed  by  an  APHIS  rep- 


resentative. State  representative,  ac- 
credited veterinarian,  or  an  individual 
authorized  for  this  purpose  by  an 
APHIS  representative.  The  official  seal 
numbers  must  be  recorded  on  the  ac- 
companying "F5"  brand  permit. 

(ii)  Such  cattle  from  other  than  a 
farm  of  origin  may  be  moved  interstate 
to  a  quarantined  feedlot  if: 

(A)  They  are  negative  to  an  official 
test  within  30  days  prior  to  such  move- 
ment and  are  accompanied  by  a  certifi- 
cate which  states,  in  addition  to  the 
items  specified  in  §78.1.  the  test  dates 
and  results  of  the  official  tests;  or 

(B)  They  are  "S"  branded,  accom- 
panied by  an  "S**  brand  permit,  and 
moved  directly  to  a  quarantined  feed- 
lot;  or 

(C)  They  are  accompanied  by  an  "S" 
brand  permit  and  moved  in  vehicles 
closed  with  official  seals  applied  and 
removed  by  an  APHLS  representative. 
State  representative,  accredited  veteri- 
narian, or  an  indlvidoal  authorized  for 
this  purpose  by  an  APHIS  representa- 
tive. The  official  seal  numbers  must  be 
recorded  on  the  accompanying  "S" 
brand  permit. 

(3)  Movement  other  than  in  accordance 
with  paragraphs  (c)(1)  and  (2)  of  this  sec- 
tion. Such  cattle  may  be  moved  inter- 
state other  than  In  accordance  with 
paragraphs  (c)(1)  and  (2)  of  this  section 
only  if: 

(i)  Such  cattle  originate  in  a  certified 
bmceUosls-f^e  herd  and  are  accom- 
panied interstate  by  a  certificate  which 
states,  in  addition  to  the  items  speci- 
fied in  §78.1,  that  the  cattle  originated 
in  a  certified  bniceU08i»-flrae  herd;  or 

(ii)  Such  cattle  are  negative  to  an  of- 
ficial test  within  30  days  prior  to  inter- 
state movement,  have  been  issued  a 
permit  for  entry,  and  are  accompanied 
interstate  by  a  certificate  which 
states,  in  addition  to  the  items  speci- 
fied in  §78.1,  the  test  dates  and  results 
of  the  official  ttots;  or 

(iii)  Such  cattle  are  moved  interstate 
from  a  farm  of  origin  directly  to  a  spe- 
cifically approved  stockyard  and  are 
subjected  to  an  official  test  upon  ar^ 
rival  at  the  specifically  approved 
stockyard  prior  to  losing  their  Identity 
with  the  farm  of  origin;  or 

(iv)  Such  cattle  are  moved  Interstate 
from  a  farm  of  origin  or  returned  int^ 
state  to  a  farm  of  origin  in  the  course 
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of  normal  ranching  operations,  without 
change  of  ownership,  directly  to  or 
from  another  premises  owned,  leased  or 
rented  by  tlie  same  individual,  and  (A) 
The  cattle  being  moved  orierinate  from 
a  herd  in  which  (/)  All  the  cattle  were 
negative  to  a  herd  blood  test  within  1 
year  prior  to  the  interstate  movement; 
(2)  Any  cattle  added  to  the  herd  after 
such  herd  blood  test  were  negative  to 
an  official  test  within  30  days  prior  to 
the  date  the  cattle  were  added  to  the 
herd;  (J)  None  of  the  cattle  in  the  herd 
have  come  in  contact  with  any  other 
cattle;  and  (B)  The  cattle  are  accom- 
panied interstate  by  a  document  which 
states  the  dates  and  results  of  the  herd 
blood  test  and  the  name  of  the  labora- 
tory in  which  the  ofidcial  tests  were 
oondnoted. 

(v)  The  State  animal  health  olllcialB 
of  the  State  of  origin  and  State  of  des- 
tination may  waive  the  requirements 
of  paragraph  (c)(3)(iv)  of  this  section  in 
writingT- 

(d)  Class  C  States/areas.  All  female 
cattle  and  test-eligible  male  cattle 
which  originate  in  Class  C  States  or 
areaa,  are  not  braoelloolB  eacpoeed,  and 
are  from  a  herd  not  known  to  he  af- 
fected may  be  moved  interstate  from 
Class  C  States  or  areas  only  under  the 
conditions  specified  below: 

(1)  Movement  to  recognized  slaughtering 
establishments.  (1)  Such  cattle  may  be 
moved  interstate  from  a  farm  of  origin 
or  a  nonquarantined  feedlot  directly  to 
a  recognized  slaughtering  establish- 
ment without  restriction  under  this 
subpart. 

(ii)  Such  cattle  may  be  moved  inter- 
state from  a  farm  of  origin  directly  to 

an  approved  intermediate  handling  fa- 
cility without  restriction  under  this 
subpart. 

(ill)  Such  cattle  may  be  moved  inter- 
state from  a  ncmquarantined  feedlot  di- 
rectly to  an  approved  intermediate 
handling  facility  and  then  directly  to  a 
recognized  slaughtering  establishment 
if  they  are  accompanied  by  a  permit  or 
•*S"  brand  permit. 

(iv)  Such  cattle  may  be  moved  inter- 
state from  a  farm  of  origin  or  a  non- 
quarantined  feedlot  directly  to  a  spe- 
cifically approved  stockyard  and  then 
to  a  recognized  slaughtering  establish- 
ment 1ft 


(A)  They  are  negative  to  an  official 
test  conducted  at  the  specifically  ap- 
proved stockyard  and  are  accompanied 
by  a  cirtifloate  or  **S**  brand  permit 
which  states.  In  addition  to  the  items 
specified  in  §78.1,  the  test  dates  and  re- 
sults of  the  official  tests;  or 

(B)  They  originate  from  a  certified 
brucellosis-free  herd  and  identity  to 
the  certified  brucellosis-free  herd  is 
maintained;  or 

(C)  They  are  '*S**  branded  at  the  spe- 
cifically approved  stockyard,  accom- 
panied by  an  "S"  brand  permit,  and 
moved  directly  to  a  recognized  slaugh- 
tering establishment;  or 

(D)  Hiey  are  moved  ftom  the  specifi- 
cally approved  stockyard  accompanied 
by  an  "S"  brand  permit  and  in  vehicles 
dosed  with  official  seals  applied  and 
removed  by  an  APHIS  repreeratative,  a 
state  representative,  an  accredited 
veterinarian,  or  an  individual  auth(n<- 
ized  for  this  purpose  by  an  APHIS  rep- 
resentative. 

The  official  seal  numbers  must  be  re- 
corded on  the  acconqiaBvlng  "S"  brand 

permit. 

(v)  Such  cattle  may  be  moved  inter- 
State  fkx>m  a  farm  of  origin  or  a  non- 

quarantlned  feedlot  directly  to  a  spe- 
cifically approved  stockyard  and  then 
to  an  approved  intermediate  handling 
facility  and  then  directly  to  a  recog- 
nized slaughtering  establishment  if: 

(A)  They  are  negative  to  an  official 
test  conducted  at  the  specifically  Ap- 
proved stockyard  and  are  accompanied 
by  an  "S"  brand  permit  which  states, 
in  addition  to  the  items  specified  in 
§78.1,  the  test  dates  and  results  of  the 
official  tests;  or 

(B)  They  originate  from  a  certified 
brucellosis-free  herd,  identity  to  the 
certified  brucellosis-free  herd  is  main- 
tained, and  they  are  accompanied  by 
an  'S  brand  permit;  or 

(C)  They  are  "S"  branded  at  the  spe- 
cifically approved  stockyard,  accom- 
panied by  an  "S**  brand  permit,  and 
moved  directly  to  an  ajqproved  inter- 
mediate handling  facility:  or 

(D)  They  are  accompanied  by  an  "S" 
brand  permit  and  moved  in  vehicles 
closed  with  official  seals  applied  and 
removed  by  an  APHIS  representative, 
State  representative,  accredited  veteri- 
narian, or  an  individual  authorized  for 
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this  purpose  by  an  APHIS  representa- 
tive. The  official  seal  numbers  must  be 
recorded  on  the  accompanying  "S" 
brand  permit. 

(vl)  Such  cattle  from  other  than  a 
farm  of  origin  or  a  nonquarantlned 
feedlot  may  be  moved  interstate  to  a 
recognized  slaughtering  establishment 
only  if: 

CA)  They  are  neg^atlve  to  an  official 
test  within  30  days  prior  to  such  inter- 
state movement  and  are  accompanied 
hy  a  certificate  or  "8**  brand  permit 
which  states,  in  addition  to  the  items 
specified  in  §78.1.  the  test  dates  and  re- 
sults of  tlie  oificial  tests;  or 

(B)  They  originate  firom  a  certified 
brucellosis-free  herd  and  identity  to 
the  certified  brucellosis-free  herd  is 
maintained;  or 

(C)  They  are  "S**  branded,  accom- 
panied by  an  "S"  brand  permit,  and 
moved  directly  to  a  recognlaed  slaugh- 
tering establishment;  or 

(D)  niey  are  accompanied  by  an  **S** 
brand  permit  and  moved  in  vehicles 
closed  with  official  seals  applied  and 
removed  by  an  APHIS  representative,  a 
State  representative,  an  accredited 
veterinarian,  or  by  an  individual  au- 
thorized for  this  purpose  by  the  APHIS 
representative. 

The  official  seal  numbers  must  be  re- 
corded on  the  accompanying  **S"  brand 

permit. 

(vii)  Such  cattle  froir.  othtr  than  a 
farm  of  origin  or  a  nonquarantlned 
feedlot  may  be  moved  Interstate  to  an 
approved  intermediate  handling  facil- 
ity and  then  directly  to  a  recog-nized 
slaughtering  establishment  only  if: 

(A)  They  are  negative  to  an  official 
test  within  30  days  prior  to  such  inter- 
state movement  and  are  accompanied 
by  a  permit  or  "S"  brand  permit  wliich 
states,  in  addition  to  the  items  speci- 
fied in  §78.1,  the  test  dates  and  results 
of  the  official  tests:  or 

{B)  They  originate  from  a  certified 
brucelloeis-fk«e  herd,  identity  to  the 
certified  hrucellosis-free  herd  is  main- 
tained, and  they  are  accompanied  by 
an  "S  '  brand  permit;  or 

(O)  They  are  **S**  branded,  accom- 
panied by  an  "S"  brand  permit,  and 
moved  dirt^ctly  to  an  approved  inter- 
mediate handling  facility;  or 

CD)  They  are  accompanied  by  an  **S** 
brand  permit  and  moved  in  vehicles 


closed  with  official  seals  applied  and 

removed  by  an  APHIS  representative. 
State  representative,  accredited  veteri- 
narian, or  an  individual  authorized  for 
this  purpose  by  an  APHIS  representa- 
tive.  The  official  seal  numbers  must  be 
recoided  on  the  accompanying  "S" 
brand  permit. 

(2)  Movement  to  quarantined  feedlots. 
(i)  Such  cattle  may  be  moved  inter- 
state from  a  farm  of  origin  directly  to: 

(A)  A  quarantined  feedlot  if  such  cat- 
tle are  "S"'  branded  upon  arrival  at  the 
quarantined  feedlot:  or 

(B)  A  specifically  approved  stockyard 
and  then  directly  to  a  quarantined 
feedlot,  or  directly  to  an  approved  in- 
termediate handling  facility  and  then 
directly  to  a  quarantined  feedlot,  if  the 
cattle  are  "S"  branded  upon  anival  at 
the  specifically  approved  stockyard 
and  are  accompanied  to  the  quar^ 
antined  feedlot  by  an  **S'*  brand  per- 
mit: or 

(C)  An  approved  intermediate  han- 
dling facility  and  then  directly  to  a 
quarantined  feedlot,  if  the  cattle  are 
**S**  branded  upon  arrival  at  the  ap- 
proved intermediate  handling  facility 
and  are  accompanied  to  the  quar- 
antined feedlot  by  an  '*S**  brand  per- 
mit; or 

(D)  A  quarantined  feedlot.  a  speoifi- 
cally  approved  stockyard  and  then  di- 
rectly to  a  quarantined  feedlot,  or  an 
approved  intermediate  handling  facil- 
ity and  then  directly  to  a  quarantined 
feedlot  if  the  cattle  are  accompanied 
by  an  "S"  brand  permit  and  moved  in 
vehicles  closed  with  official  seals  ap- 
plied and  removed  by  an  APHIS  rep- 
resentative. State  representative,  ac- 
credited veterinarian,  or  an  individual 
authorized  for  this  purpose  by  an 
APHIS  representative.  The  official  seal 
numbers  must  be  recorded  on  the  ac- 
companying ''S"  brand  permit. 

(ii)  Such  cattle  fk<om  other  than  a 
farm  of  origin  may  be  moved  Interstate 
to  a  quarantined  feedlot  if: 

(A)  They  are  negative  to  an  official 
test  within  30  days  prior  to  such  move- 
ment and  are  accompanied  by  a  certifi- 
cate which  states,  in  addition  to  the 
items  specified  in  §78.1,  the  test  dates 
and  results  of  the  ofilcial  tests;  or 

(B)  They  are  **S**  branded,  accom- 
panied by  an  **S**  brand  permit,  and 
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moved  directly  to  a  quarantined  feed- 
lot;  or 

(C)  They  are  accompanied  by  an  "S" 
liraad  permit  and  moved  in  vehicles 

closed  with  official  seals  applied  and 
removed  by  an  APHIS  representative. 
State  representative,  accredited  veteri- 
narian, or  an  individual  authorized  for 
this  purpose  by  an  APHIS  representa- 
tive. The  official  seal  numbers  must  be 
recorded  on  the  accompanying  "S" 
brand  permit. 

(3)  Movement  other  than  in  accordance 
with  paragraphs  (d)(1)  or  (2)  of  this  sec- 
tion. Such  cattle  may  be  moved  inter- 
state other  than  in  accordance  with 
para^rraphs  (d)(1)  or  (2)  of  this  section 
only  if  such  cattle  originate  in  a  cer- 
tified brucellosis-free  herd  and  are  ac- 
companied interstate  by  a  certificate 
which  states,  in  addition  to  the  items 
specified  in  §78.1  of  thi.s  part,  that  the 
cattle  originated  in  a  certified  brucel- 
losis-firee  herd. 

(Approved  by  the  Ottloe  of  Management  and 
Budget  under  ccmtrol  number  0679-0061) 

[51  FR  88680,  Sept.  12.  1986.  as  amended  at  54 
FR  1936.  Jan.  18.  1989;  56  FB  54533.  54534.  Oct. 
22. 1801;  86  FR  68688,  Nov.  21, 1901;  66  FB  07188. 
Dec.  29. 1901: 60  FR  48868.  Sept.  18. 1886] 

§78^6  Official  vaccination   of  cattle 
moving  into  and  out  of  Class  B  and 

Class  C  States  or  areas. 

(.a)  Female  dairy  cattle  born  after 
January  1,  1984,  which  are  4  months  of 

age  or  over  must  be  official  vaccinates 
to  move  interstate  into  or  out  of  a 
Claas  B  State  or  area  *  unless  they  are 
moved  interstate  directly  to  a  recog- 
nized slaughtering  establishment  or 
quarantined  feedlot.  or  directly  to  an 
approved  intermediate  handling  facil- 
ity and  then  directly  to  a  recognised 
slaughtering  establishment,  or  directly 
to  an  approved  intermediate  handling 
feu^ility  and  then  directly  to  a  quar- 
antined feedlot  and  then  directly  to  a 
recognized  slaughtering  establishment, 
or  directly  to  an  approved  intermediate 
handling  Ikcility  and  then  directly  to  a 
quarantined  feedlot  and  then  directly 


^Female  cattle  imported  into  the  United 
States  may  be  exempted  from  the  vaccina- 
tion requirements  of  this  para^rraph  with  the 
concurrence  of  the  State  animal  health  offi- 
cial of  the  State  of  destinatton.  This  concur- 
rence  is  required  prior  to  the  importation  of 
the  cattle  into  the  United  States. 


to  a  recognized  slaughtering  establish- 
ment. Female  cattle  eligible  for  offi- 
cial calfhood  vaccination  and  required 
by  this  paragraph  to  be  officially  vac- 
cinated may  be  moved  interstate  from 
a  farm  of  origin  directly  to  a  specifl- 
cally  approved  stockyard  and  be  offi- 
cially vaccinated  upon  arrival  al  the 
specifically  approved  stocksrard. 

(b)  Female  cattle  born  after  January 
1,  1984.  which  are  4  months  of  age  or 
over  must  be  official  vaccinates  to 
move  into  a  Class  C  State  or  area^  un- 
less they  are  moved  interstate  directly 
to  a  recognized  slaughtering 
establishiment,  or  directly  to  an  ap- 
proved intermediate  handling  facility 
and  then  directly  to  a  recognized 
slaughtering  establishment,  or  directly 
to  an  approved  intermediate  handling 
facility  and  then  directly  to  a  quar- 
antined feedlot  and  then  dlreotiy  to  a 
recognized  slaughtering  establishment. 
Female  cattle  eligible  for  official 
calihood  vaccination  and  required  by 
this  paragraph  to  be  oftiolally  vao- 
dnated  may  be  moved  interstate  from 
a  farm  of  origin  directly  to  a  specifi- 
cally approved  stockyard  and  be  oi^- 
dally  vaccinated  upon  arrival  at  the 
specifically  approved  stockyard. 

(c)  Female  cattle  born  after  January 
1,  1984,  which  are  4  months  of  a^e  or 
over  must  be  official  vacdnatas  to 
move  interstate  out  of  a  Class  C  Btate 
or  area"*  inder  §78.9(dV3>  of  this  part. 
Female  cattle  from  a  certified  brucel- 
losis-l^  herd  that  are  eligible  for  offi- 
cial calfhood  vaccination  and  required 
by  this  paragraph  to  be  officially  vac- 
cinated may  be  moved  interstate  from 
a  farm  of  origin  directly  to  a  specifi- 
cally approved  stoclqrard  and  be  offi- 
cially vaccinated  upon  arrival  at  the 
specifically  approved  stockyard. 

[51  FR  32580,  Sept.  12.  1986.  as  amended  at  54 
FR  1926.  Jan.  18,  1989;  56  FR  68638,  Nov.  21, 
1881] 

§78.11  Cattle  moved  to  a  ntecificaUv 
aiiproved  stockyard  not  m  aeeonk 
ance  with  this  part. 

Cattle,  except  brucellosis  reactors 
and  brucellosis  exposed  cattle,  which 
are  moved  interstate  to  a  specifically 
approved  stockyard  but  fail  to  comply 
with  the  requirements  of  this  part  for 
release  from  the  specifically  approved 
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stockyard  may  be  moved  from  the  spe- 
cificaiiy  Approved  Btookyard  only  as 

follows: 

(a)  With  the  concurrence  of  the  State 
animal  health  ofllcialB  of  the  State  of 

origin  and  State  of  destination,  di- 
rectly back  to  the  farm  of  origin  ac- 
companied by  a  permit;  or 

(b)  Directly  to  an  approved  Inter- 
mediate handling-  facility  and  then  di- 
rectly to  a  recognized  slaughtering:  es- 
tablishment or  directly  to  an  approved 
Intermediate  handlincr  facility  and 
then  directly  to  a  quarantined  feedlot 
and  then  directly  to  a  recognized 
slaughtering  establishment  if  such  cat- 
tle are  **S**  branded  and  accompanied 
by  an  "S"  brand  permit;  or 

(c)  Directly  to  a  recogrnized  slaugh- 
tering establishment  if  such  cattle  are 

(1)  "S"  branded  and  accompanied  by 
an  "S"  brand  permit;  or 

(2)  Accompanied  by  an  "S"  brand 
permit  and  moved  in  vehicles  closed 
with  official  seals  applied  and  removed 
by  an  APHIS  representative.  State  rep- 
resentative, an  accredited  veteri- 
narian, or  an  individual  authorized  for 
this  purpose  by  an  APHIS  representa* 
tive. 

The  official  seal  numbers  must  be  re- 
corded on  the  "S"  brand  permit:  or 

(d)  Directly  to  a  quarantined  feedlot 
if  such  cattle  are  "S"  branded  and  ac- 
companied by  an  **8'*  brand  permit. 

(Approved  by  the  OfQce  of  Management  and 
Budget  onder  ocmtrol  number  0679-0047) 

[51  FR  32580.  Sept.  12.  1986.  as  amended  at  56 
FR  54534.  Oct.  22. 1991;  66  FR  58638.  58639.  Nov. 

ai.  19011 

fi  78.12   Cattle  from  quarantined  areas. 

Not  withstanding  any  provisions  in 
the  regrulations  to  the  contrary,  cattle 
may  be  moved  interstate  from  a  quar- 
antined area  only  in  aocordanoe  with 
§78.10  and  this  section 

(a)  Steers  and  spayed  heifers.  Steers 
and  spayed  heifers  may  be  moved  inter- 
state without  restriction  under  this 
section. 

(b)  Brucellosis  reactor  eatOe.  Brucel- 
losis reactor  cattle  may  be  moved 
interstate  in  accordance  with  §78.7. 

(c)  Brucellosis  exposed  cattle.  Brucel- 
lofiiB  exposed  cattle  may  be  moved 
interstate  in  accordance  with  §  78.8(a) 
or(b). 


(d)  Movement  from  qualified  herds.  Cat- 
tle from  qualified  herds  in  any  quar- 
antined area  may  be  moved  interstate 
only  as  follows: 

(1)  Movement  to  recognized  slaughtertng 
establishments,  (i)  Cattle  from  quallHed 
herds  in  a  quarantined  area  may  be 
moved  interstate  from  a  farm  of  origin 
directly  to  a  recognized  slaughtering 
establishment  or  directly  to  a  specifi- 
cally approved  stockyard  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
tablishment if  they  are  negative  to  an 
official  test  within  30  days  prior  to 
such  interstate  movement  and  are  ac- 
companied by  a  certificate  or  "S" 
brand  permit  which  states,  in  addition 
to  the  items  specified  in  §78.1,  the  test 
dates  and  results  of  the  official  tests; 
or 

(li)  Cattle  from  qualified  herds  in  a 

Qu  u  ar.tined  area  may  be  moved  inter- 
state from  a  farm  of  origin  directly  to 
an  approved  intermediate  handling  fa- 
cility and  then  directly  to  a  recognised 
slaughtering  establishment  or  directly 
to  an  approved  intermediate  handling 
facility  and  then  directly  to  a  quar- 
antined feedlot  and  Idien  directly  to  a 
recognized  slaughtering  establishment 
if  they  are  negative  to  an  official  test 
within  30  days  prior  to  such  interstate 
movement  and,  are  accompanied  by  an 
"S"  brand  permit  which  states,  in  addi- 
tion to  the  items  specified  in  §78.1,  the 
test  dates  and  results  of  the  official 
tests;  or 

(ill)  Cattle  from  qualified  herds  in  a 

quarantined  area  may  be  moved  inter- 
state from  a  farm  of  origin  directly  to 
a  specifically  approved  stockyard  and 
then  directly  to  an  approved  inter- 
mediate handling  facility  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
tablishment or  directly  to  an  approved 
intermediate  handling  facility  and 
then  directly  to  a  quarantined  feedlot 
and  then  directly  to  a  recognized 
slaughtering  establiahment  if  they  are 
negative  to  an  official  test  within  80 
days  prior  to  such  interstate  move- 
ment and  are  accompanied  by  a  permit 
or  **S*'  brand  permit  which  states,  in 
addition  to  the  items  specified  in  §78.1, 
the  test  dates  and  results  of  the  official 
tests;  or 

(iv)  Cattle  tnm  qualified  herds  in  a 
quarantined  area  may  he  moved  intei^ 
state  in  accordance  with  §  78.8(a). 
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(2)  Movement  to  quarantined  feedlota. 
(i)  Cattle  from  qualified  herds  in  a 
quai'antined  area  may  be  moved  inter- 
state from  a  farm  of  origin  directly  to 
a  quarantined  feedlot,  or  directly  to  a 
specifically  approved  stockyard  and 
then  directly  to  a  quarantined  feedlot, 
or  directly  to  an  approved  intermediate 
bandllnflr  facility  and  then  directly  to  a 
quarantined  feedlot  if  the  cattle  are 
negative  to  an  official  test  within  30 
days  prior  to  such  interstate  move- 
ment and  are  accompanied  by  a  certifi- 
cate which  states,  in  addition  to  the 
items  specified  in  §78.1  of  this  part,  the 
test  dates  and  results  of  the  official 
tests;  or 

(11)  Cattle  from  qualified  herds  in  a 
quarantined  area  may  be  moved  in  ac- 
cordance with  § 78.8(b). 

(3)  Movement  other  than  in  accordance 
with  paragraph  (dKD  or  (2)  of  this  sec- 
tion. Cattle  from  qualified  herds  in  a 
quarantined  area  may  be  moved  inter- 
state other  than  in  accordance  with 
paragrraph  (d)(1)  or  (2)  of  this  section, 
either  directly  from  a  farm  of  origin  or 
from  a  farm  of  orig-in  through  no  more 
than  one  specifically  approved  stock- 
yard if 

(1)  The  cattle,  except  official  vac- 
cinates less  than  1  year  of  ag-e  and  cat- 
tle less  than  6  months  of  age,  are  nega- 
tive to  an  official  test  within  30  days 
ivior  to  such  Interstate  movement;  and 

(ii)  The  cattle  are  accompanied  inter- 
state by  a  certificate  which  states,  in 
addition  to  the  items  specified  in  §78.1, 
the  test  dates  and  results  of  the  official 
tests  when  such  tests  are  required. 

(e)  Movement  from  herds  which  are  not 
qualified.  Cattle  from  herds  known  to 
be  affected  or  from  herds  which  are  not 
qualified  in  any  quarantined  area  may 
be  moved  interstate  only  in  accordance 
with  § 78.8(a)  or  (b).« 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  OSTMNWl) 

[51  FR  32580.  Sept.  12,  1986.  aa  amended  at  56 
FR  58638.  Nov.  21.  1991;  69  FR  67133.  Deo.  29, 
1994] 


'A  herd  which  is  not  qualified  in  a  quar- 
antined area  may  become  a  qualified  herd 
upon  complianop  with  the  provisions  set 
forth  in  §78.1  in  the  definition  of  "qualified 
herd." 


S7ai8  other  movemento. 

Tb»  Administrator  may,  upon  re- 
quest in  speotfic  cases,  permit  the 
interstate  movement  of  cattle  not  oth- 
erwise provided  for  in  this  subpart, 
under  such  conditions  as  the  Adminis- 
trator may  prescribe  in  each  case  to 
prevent  the  spread  of  brucellosis.  The 
Administrator  shall  promptly  notify 
the  State  animal  health  officials  of  the 
States  involved  of  any  such  action. 

^1  FR  32680.  Sept.  12.  1986.  as  amended  at  56 
FR  54684.  Oct.  22. 19911 

§78.14   Rodeo  buUs. 

(a)  A  rodeo  bull  that  is  test-eligible 
and  that  is  from  a  herd  not  known  to 
be  affected  may  be  moved  interstate  if: 

(1)  The  bull  is  classified  as  brucel- 
losis neprative  based  upon  an  official 
test  conducted  less  than  365  days  before 
the  date  of  interstate  movement:  Pro- 
ffided,  however.  That  the  official  test  is 
not  required  for  a  bull  that  is  moved 
only  between  Class  Free  States; 

(2)  The  bull  is  identified  with  an  offi- 
cial eartag; 

(8)  There  is  no  change  of  ownenlilp 
since  the  date  of  the  last  official  test; 

(4)  A  certificate  accompanies  each 
interstate  movement  of  the  bull;  and 

(5)  A  permit  for  entry  is  Issued  for 
each  interstate  movement  of  the  bull. 

(b)  A  bull  that  would  qualify  as  a 
rodeo  bull,  but  that  is  used  for  breeding 
purposes  during  the  365  days  following 
the  date  of  being  tested,  may  be  moved 
interstate  only  if  the  bull  meets  the  re- 
quirements for  cattle  in  this  subpart. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0047) 

[56  FR  58639.  Nov.  21.  1991«  as  amended  at  67 
FR  70310.  Nov.  22,  2002] 

U7a.l»-78.19  tPceervod] 

Subpart  C— Restrictions  on  Inter- 
state Movement  of  Bison  Be- 
ccRjte  of  Brucellosis 

§  78.20   General  restrictions. 

Bison  may  not  be  moved  interstate 
except  in  compliance  with  this  subpart. 
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ITSiO^BiMn  steers  and  tpayed  heif. 

Bison  steers  and  spayed  heifers  may 
be  moved  interstate  without  restric- 
tion under  this  subpart. 

S  78.22   Brucellosis  reactor  bison. 

(a)  Dcstuiation.  Brucellosis  reactor 
bison  may  be  moved  interstate  only  for 
Immediate  alangliter  as  foUows: 

(1)  Directly  to  a  recognised  slaugh- 
tering establishment; 

(2)  Directly  to  an  approved  inter- 
mediate handling  facility  and  then  di- 
rectly to  a  recognloed  slaughtering  es- 
tablishment; or 

(3)  From  a  farm  of  origin  directly  to 
a  specifically  approved  stoclqrard  ap- 
proved to  receive  brucellosis  reactors 
and  then 

(i)  Directly  to  a  recognized  slaugh- 
terlDg  estaUlslmient;  or 

(ii)  Directly  to  an  approved  inter- 
mediate handliii<j^  facility  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
tabllsliment. 

(h)  Identification.  Brucellosis  reactor 
bison  must  be  individually  identified 
prior  to  moving  interstate  by  attach- 
ing to  the  left  ear  a  metal  tag  hearing 
a  serial  number  and  the  inscription 
"U.S.  Reactor."  or  a  metal  ta.g  bearing 
a  serial  number  designated  by  the 
State  animal  health  official  for  identi- 
fying brucellosis  reactors,  and  must  be: 

(1)  *'B"  branded  (as  defined  in  §78.1); 
or 

(2)  Accompanied  directly  to  slaugh- 
ter by  an  AFHI8  or  State  representa- 

tlve;  or 

(3)  Moved  in  vehicles  closed  with  offi- 
cial seals  applied  and  removed  by  an 

APHIS  representative,  State  represent- 
ative, accredited  veterinarian,  or  an  in- 
dividual authorized  for  this  purpose  by 
an  APHIS  representative.  The  official 
seal  numbers  must  be  recorded  on  the 
accompanying  permit. 

(c)  Permit.  Brucellosis  reactor  bison 
moving  Interstate  shall  be  accom- 
panied to  destination  by  a  permit 

(d)  Marking  of  records.  Each  person 
moving  brucellosis  reactor  bison  inter- 
state shall,  in  the  course  of  Interstate 
movement,  plainly  write  or  stamp  the 
words  'Brucellosis  Reactor"  upon  the 
face  of  any  document  that  person  pre- 
pares in  connection  with  such  move- 
ment. 


(e)  Segregation  en  route.  Brucellosis 
reactor  bison  shall  not  be  moved  inter- 
state in  any  means  of  conveyance  con- 
taining animals  which  are  not  bmoel- 
losls  reactors  unless  all  of  the  animals 
are  for  immediate  slaughter  or  unless 
the  brucellosis  reactor  bison  are  kept 
separate  from  the  other  animals  by  a 
partition  securely  affixed  to  the  sides 
of  the  means  of  convssranoe. 

(Approved  by  the  Office  of  Management  and 
Budg-et  undei-  control  number  0579  0051) 

[51  FR  32500,  Sept.  12.  1986.  as  amended  at  59 
FB  67133,  Dec.  29,  19M;  60  FB  48368.  Sept.  19, 
1966] 

§78J3  BwwBosiseatposedMson. 

Brucellosis  exposed  bison  may  be 

moved  interstate  only  as  follows: 

(a)  Movement  to  recognized  slaugh- 
tering establishments.  Brucellosis  ex- 
posed bison  may  be  moved  Interstate 
for  slaughter  iaocompanled  by  a  permit 
or  "S"  brand  permit  and  as  follows: 

(1)  Directly  to  a  recognized  slaugh- 
tering establishment  or  directly  to  an 
approved  intermediate  handling  facil- 
ity and  then  directly  to  a  recognized 
slaughtering  establishment;  or 

(2)  From  a  fiBurm  of  origin  directly  to 
a  specifically  approved  stockyard  ap- 
proved to  receive  brucellosis  ezi>08ed 
bison  and  then 

(1)  Directly  to  a  recognized  slaugh- 
tering establishment:  or 

(ii)  Directly  to  an  approved  inter- 
mediate handling  facility  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
tablishment. 

(b)  Movement  to  quarantined  feedlots. 
Brucellosis  exposed  bison  may  be 
moved  directly  to  a  quarantined  feed- 
lot  or,  from  a  farm  of  origin,  directly 
to  a  specifically  approved  stockyard 
approved  to  receive  brucellosis  exposed 
bison  and  then  directly  to  a  quar- 
antined feedlot.  Such  bison  shall  be  ac- 
companied by  a  permit  or  "S"  brand 
permit. 

(c)  Movement  other  than  In  accordance 

irith  paragraph^;  fa)  or  (h)  of  this  section. 
Brucellosis  exposed  bison  which  are 
from  herds  known  to  be  affected,  but 
whlOh  are  not  part  of  a  herd  being  de- 
populated under  Part  51  of  this  chap- 
ter, may  move  without  restriction  if 
the  bison: 

(1)  Are  undfilr  8  months  of  age  and 
were  weaned  ttom  brucellosis  reactor 
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or  brucellosis  exposed  bison  not  less 
than  30  days  immediately  preceding 
interslale  movement;  or 

(3)  Are  under  6  months  of  age  and 
nursing  brucellosis  exposed  bison  in  a 
herd  subjected  to  a  herd  blood  test 
within  10  days  prior  to  interstate 
movement;  or 

0)  Are  olllclal  vaccinates  under  1 
year  of  age  from  a  herd  following  an 
approved  individual  herd  plan. 

(Approved  by  the  Office  of  Management  and 
Budget  under  conterol  number  0619-OOBl) 

[51  FR  32580.  Sept.  12.  1986,  as  amended  at  50 
FR  671S8,  Deo.  29, 1904] 

S  78^  ^Bi»^Mfrom  herds  not  known  to 

Bison  from  herds  not  known  to  he  af- 
fected may  be  moved  interstate  only  as 

follows: 

(a)  Movement  to  recognized  slaugh- 
tering eHcUtlishments.  Bison  from  herds 
not  known  to  be  affected  may  be  moved 
directly  to  a  recognized  slaughtering 
establishment  without  restriction 
nnder  this  subpart. 

(b)  Movement  to  quarantined  feedlots. 
Bison  from  herds  not  known  to  be  af- 
fected may  be  moved  directly  to  a 
qnarantined  feedlot  without  restriction 
under  this  subpart. 

(c)  Movement  from  public  zoo  to  public 
zoo.  Bison  from  herds  not  known  to  be 
affected  may  be  moved  from  a  zoo 
owned  by  a  governmental  agency  to  an- 
other such  zoo  if  handled  in  accordance 
with  §78.3. 

(d)  Movement  other  than  in  accordance 
with  paragraphs  (a),  (b),  or  (c)  of  this  sec- 
tion. Bison  from  herds  not  known  to  be 
affected  may  be  moved  interstate  other 
than  in  accordance  with  paragraphs 
(a),  (b).  or  (c)  of  this  section  only  as 
follows: 

(1)  Such  bison  under  6  months  of  age 
may  be  moved  Interstate  when  accom- 
panied by  a  certificate. 

(2)  Such  bison  which  are  official  vac- 
cinates under  2  years  of  age  and  are  not 
parturient  or  postparturlent  may  be 
moved  interstate  when  accompanied  by 
a  certificate. 

(3>  Such  bison  may  be  moved  inter- 
state if  they  are  negative  to  an  official 
test  within  30  days  prior  to  such  move- 
ment and  are  accompanied  by  a  certifi- 
cate which  states,  in  addition  to  the 


items  specified  in  §78.1.  the  dates  and 
results  of  the  official  tests. 

(4)  Such  bison  may  be  moved  inter- 
state If  they  originate  in  a  certified 
brucellosis-free  herd  and  are  accom- 
panied by  a  certificate  which  states,  in 
addition  to  the  items  specified  in  §78.1, 
tliat  the  bison  originated  in  a  certilled 
brucellosia-ftee  herd. 

(Approved  by  the  orfict-  of  Management  and 
Budget  under  control  number  0579-0047) 

[51  FR  32580.  Sept.  12,  1986,  as  amended  at  56 
FR  58639.  Nov.  21, 1991] 

§  78.25   Other  movements. 

The  Administrator  may.  upon  re- 
quest in  specific  cases,  permit  the 
Interstate  movement  of  bison  not  oth- 

erwise  provided  for  in  this  subpart, 
under  such  conditions  as  the  Adminis- 
trator may  prescribe  in  each  cai>e  to 
prevent  the  spread  of  bmoellosls.  The 

Administrator  shall  promptly  notify 
the  State  animal  health  officials  of  the 
States  involved  of  any  such  action. 

[51  FR  32580.  Sept.  12.  1986.  as  amended  at  56 
FR  54581.  Oct.  22, 19911 

§§78^78,29  [Reserved] 

Subpart  D— RMMctions  on  Inter- 
state Movement  of  Swine  Be- 
cause of  Brucellosis 

ITaaO  General  ratrictions. 

(a)  Brucellosis  reactor  swine,  bmcel- 
losis  exposed  swine,  feral  swine,  sows, 
and  boars  may  not  be  moved  interstate 
or  in  Interstate  commerce  except  in 
compliance  with  this  subpart. 

(b)  Each  person  who  causes  the  move- 
ment of  swine  in  interstate  commerce 
is  responsible  for  the  identification  of 
the  swine  as  required  by  this  subpart. 
No  such  person  shall  remove  or  tamper 
with  or  cause  the  removal  of  or  tam- 
pering with  an  identification  tattoo  or 
approved  swine  identification  tag  re- 
quired in  this  subpart  except  at  the 
time  of  slaughter,  or  as  may  be  author- 
ised by  the  Administrator  npon  request 
in  specific  cases  and  under  such  condi- 
tions as  the  Administrator  may  impose 
to  ensure  continuing  identification. 

(c)  (1)  Feral  swine  may  be  moved 
interstate  directly  to  slaughter  if  they 
do  not  come  into  physical  contact  with 
any  domestic  swine  or  other  livestock. 
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(2)  Feral  swine  from  monitored-nega- 

tive  populations  may  be  moved  inter- 
state other  tlian  directly  to  slaughter 
If  accomiMUiled  by  a  permit  Issued  by 
the  APHIS  representative  or  the  State 
animal  health  official  in  the  State  of 
origin. 

(8)  Feral  swine  found  negative  to  an 
oflicial  test  within  the  30  da3r8  prior  to 

the  interstate  movement  may  be 
moved  interstate  other  than  directly  to 
alanghter  if  accompanied  by  a  permit 
iSBued  by  the  APHIS  representative  or 
the  State  animal  health  official  in  the 
State  of  origin. 

£51  FR  32580,  Sept.  12.  1966.  as  amended  at  56 
FR  64584,  Oct.  22.  1091;  50  FR  189S2.  Apr.  21. 
1904] 

%1BSI  Bmerfloeie  roactor  ewine. 

(a)  DesHnaHm.  BmcellosiA  reactor 
swine  may  be  moved  interstate  only  for 
immediate  slaughter  as  follows: 

(1)  Directly  to  a  recognized  slaugh- 
tering establishment;  or 

(2)  Directly  to  a  stockyard  posted 
under  the  Packers  and  Stockyards  Act, 
as  amended  (7  U.S.C.  181  et  seq.),  or  di- 
rectly to  a  market  agency  or  dealer 
registered  under  the  Packers  and 
Stockyards  Act,  for  sale  to  a  recog- 
nized slaughtering  eatablishment  in  ac- 
cordance with  the  following  require- 
ments: 

(b)  Identification.  Brucellosis  reactor 
swine  shall  be  individually  identified 
by  attaching  to  the  left  ear  a  metal  tag 
t>earing  a  serial  number  and  the  in- 
scription. "U.S.  Reactor."  or  a  metal 
tag  bearing  a  serial  number  designated 
by  the  State  animal  health  official  for 
identifying  bracellosis  reactors. 

(c)  Permit.  Brucellosis  reactor  swine 
shall  be  accompanied  to  destination  by 
a  permit. 

<d)  McarMi^j  of  records.  Bach  person 
moving  brucellosis  reactor  swine  inter- 
state shall,  in  the  course  of  interstate 
movement,  plainly  write  or  stamp  the 
words  "Brucellosis  Reactor"  upon  the 
face  of  any  document  that  person  pre- 
pares in  connection  with  such  move- 
ment. 

(e)  Segregation  en  route.  Brucellosis 
reactor  swine  shall  not  be  moved  inter- 
State  in  any  means  of  conveyance  con- 
taining animals  which  are  not  brucel- 
losis reactors  unless  all  of  the  animals 
in  the  shipment  are  for  immediate 


Slaughter,  or  unless  the  brucellosis  re- 
actor swine  are  kept  separate  from 
other  animals  by  a  partition  securely 
affixed  to  the  sides  of  the  means  of  con- 
veyance. 

(Approved  by  the  OfXIce  of  Management  and 
Budget  under  control  number  0670-0051) 

[51  FR  32580.  Sept.  12,  1006.  as  amended  at  60 

FR  67133.  Dec.  29.  1994] 

i  78.32  BruceUosis  eaqweed  swine. 

(a)  Brucellosis  exposed  swine  may  be 
moved  interstate  only  if  accompanied 
by  a  permit  and  only  for  immediate 
slaughter  as  follows: 

(1)  Directly  to  a  recognized  slaugh- 
tering establishment;  or 

(2)  Directly  to  a  stockyard  posted 
under  the  Packers  and  Stockyards  Act, 
as  amended  (7  U.S.C.  181  et  seq.),  or  di- 
rectly to  a  market  agency  or  dealer 
registered  under  the  Packers  and 
Stockyards  Act,  for  sale  to  a  recog- 
nized slaughtering  establishment. 

(b)  Brucellosis  exposed  swine  from  a 
herd  known  to  be  affected  with  brucel- 
losis may  be  moved  interstate  from  the 
herd  known  to  be  affected  only  if  such 
swine  are  individually  identified  by  at- 
taching to  the  left  ear  a  metal  tag 
bearing  a  serial  number  and  the  in- 
scription. "U.S.  Reactor."  or  a  metal 
tag  bearing  a  serial  number  designated 
by  the  State  animal  health  official  for 
identifying  brucello^  reactors. 

(Approved  by  the  QfXlce  of  Management  and 
Budget  under  control  number  0679-0061) 

[59  FR  12.533.  Mar.  17.  1904,  as  amended  at  50 

FR  67133.  Dec.  29, 1994] 

878.88  Sows  and  boars. 

(a)  Sows  and  boars  may  be  moved  in 
interstate  commerce  tor  slaughter  or 
for  sale  for  slaughter  if  they  are  identi- 
fied in  accordance  with  §71.19  of  this 
chapter  either: 

(1)  Before  beingr  moved  in  interstate 
commerce  and  before  being  mixed  with 
swine  from  any  other  source:  or 

(2)  After  being  moved  in  interstate 
commerce  but  before  being  mixed  with 
swine  from  ady  other  source  only  if 
they  have  been  moved  directly  from 
their  herd  of  origin  to: 

(i)  A  recognized  slaughtering  estab- 
lishment; or 

(ii)  A  stockyard,  market  agency,  or 
dealer  operating  under  the  Packers  and 
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Stockyards  Act,  as  amended  (7  U.S.C. 

181  et  seq.). 

(b)  Sows  and  boars  may  be  moved  in 
Interstate  commerce  for  breeding  only 

if  they  are  identified  in  accordance 
with  §71.19  of  this  chapter  before  being 
moved  in  inierstate  commerce  and  be- 
fore being  mixed  with  swine  from  any 
other  source,  and  the  sows  and  boars 
either: 

(1)  Are  from  a  validated  brucellosis- 
free  herd  or  a  validated  bmcellosis-free 
State  and  are  accompanied  by  a  certifi- 
cate that  states,  in  addition  to  the 
items  specified  in  §78.1,  that  the  swine 
originated  in  a  validated  bmoellosiS' 
f^e  herd  or  a  validated  brucellosis-free 
State;  or 

(2)  Have  tested  negative  to  an  official 
test  conducted  within  80  dasrs  ptior  to 
interstate  movement  and  are  accom- 
panied by  a  certificate  that  states,  in 
addition  to  the  items  specified  in  §78.1, 
the  dates  and  results  of  the  official 
tests. 

(c)  Sows  and  boars  may  be  moved  in 
interstate  conmierce  for  purposes  other 
than  slanghter  or  breeding  without  re- 
striction under  this  subpart  if  they  are 
identified  in  accordanoe  with  f  71.19  of 
this  chapter. 

[62  FR  27936.  May  22,  1997] 

§  78.34   Other  moveiiMiMto. 

The  Administrator  may.  upon  re- 
quest in  specific  cases,  permit  the 
movement  in  interstate  commerce  of 
swine  not  otherwise  provided  for  in 
this  subpart  under  such  conditions  as 
the  Administrator  may  prescribe  in 
each  case  to  prevent  the  spread  of  bru- 
cellosis. The  Administrator  shall 
promptly  notify  the  State  animal 
health  officials  of  the  States  involved 
of  any  such  action. 

151  FR  32580.  Sept.  12,  1986.  as  amended  at  56 
FR  Stf84,  Oct.  22. 1981) 

§§78.35-78.39  [Reserved! 

Subpart  E— DesianoHon  of 
BfuceUoiis  ATMS 

ilSAH  Designatkmof  Stotes/lareas. 

The    Administrator    may  amend 

§§78.41  and  78.42  to  reclassify  States 
and  areas  as  Class  Free,  Class  A,  Class 
B,  Class  C,  or  quarantined  when  the 


Administrator  determines  that  the 
States  or  areas  meet  the  appropriate 
definitions  in  §78.1.  The  Administrator 
may  approve  the  division  of  a  State 
into  two  brucellosis  classification 
areas  upon  finding  that:  (a)  The  State 
has  legislative  and  regulatory  author- 
ity for  malTitiaining  separate  areas;  (b) 
The  State  has  committed  resources  to 
enforcing  the  different  requirements  in 
each  area;  (c)  The  State  has  an  effec- 
tive method  for  monitoring  and  con- 
trolling movement  of  cattle  across  the 
intrastate  boundary;  (,d)  The  State  has 
defined  the  intrastate  boundary  by 
county  lines  or  by  recognizable  geo- 
graphic features,  such  as  rivers  and 
highways;  and  (e)  Each  area  of  the 
State  meets  the  standards  for  the  bru- 
cellosis classifloatton  requested.  The 
Administrator  may  amend  §78.43  to  re- 
classify States  as  validated  brucellosis- 
free  States  or  remove  such  status  when 
the  Administrator  determines  t^t 
such  States  meet  or  do  not  meet  the 
standards  of  a  validated  brucellosis- 
free  State  as  defined  in  §78.1.  In  the 
case  of  any  reclassifloation  to  a  lower 
class,  reclassification  as  a  quarantined 
State  or  area,  or  removal  of  validated 
bruoelloeis-free  status,  the  State  ani- 
mal health  official  of  the  State  in- 
volved will  be  notified  of  such  reclassi- 
fication or  removal,  and  will  be  given 
an  opportunity  to  present  objectifms 
and  arguments  to  the  Administrator 
prior  to  the  reclassification  or  removal 

taking  place. 

[51  FR  32580,  Sept.  12,  1986.  as  amended  at  53 
FR  2222.  Jan.  27,  1988;  56  FR  64638,  Oct.  SB, 
1991: 66  FR  65808.  Oct.  80, 1991] 

§78,41  Statfl/Hraa  dassifleatioii* 

(a)  Ckaa  Free.  Alabama,  Alaska,  Ari- 
zona. Arkansas,  California,  Colorado, 

Connecticut.  Delaware,  Florida,  Geor- 
gia. Hawaii.  Idaho,  Illinois.  Indiana, 
Iowa,  Kansas,  Kentucky.  Louisiana, 
Maine,  Maryland,  Massachusetts, 
Michigan,  Minnesota.  Mississippi,  Mon- 
tana, Nebraska,  Nevada,  New  Hamp- 
shire. New  Jersey,  New  Mezioo.  New 
York,  North  Carolina,  North  Dakota, 
Ohio,  Oklahoma.  Oregon.  Pennsyl- 
vania, Puerto  Rico,  Rhode  Island, 
South  Carolina.  South  Dakota,  Ten- 
nessee, Utah,  Vermont,  Virgrin  Islands, 
Virginia.  Washington,  West  Virginia, 
Wisconsin,  and  Wyoming. 
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(b)  Class  A.  Missouri  and  Texas. 

(c)  Clou  B,  None. 

[51 FR  82S80.  Sept.  12. 1986] 

EDiroRiAi.  Note;  For  Federal  Register  ci- 
tations affecting  §78.41.  see  the  List  of  CFR 
SeotionB  Affected,  whlcb  appears  in  the 
Finding  Aids  section  of  the  ininted  volome 

and  on  GPO  Access. 

§78.42  QuanntiiMdaMaa. 

None. 

§78.43  Validated  bruodliiaia-llree 
States. 

Alabama.  Alaska.  .Arizona.  Cali- 
fornia. Colorado,  Connecticut,  Dela- 
ware. Geoi^a,  Hawaii,  Idaho,  Illinois, 
Indiana,  Iowa,  Kansas.  Kentucky, 
Maine.  Maryland.  Massachusetts,  Min- 
nesota, Mississippi,  Missouri,  Montana, 
Nebraska,  Nevada,  New  Hampshire, 
New  Jersey.  New  Mexico,  New  York, 
North  Carolina.  North  Dakota.  Ohio. 
Oklahoma,  Oregon,  Pennsylvania, 
Puerto  Rico,  Rhode  Island,  South  Caro- 
lina. South  Dakota,  Tennessee,  Utah, 
Vermont.  Virpin  Islands.  Virg-lnia. 
Washington,  West  Virginia,  Wisconsin, 
Wyoming. 

[53  FR  4H82.  Feb.  16.  1988;  r)3  Fi:  Jl^'V  •  .lune  13. 
1988.  as  amended  at  53  FR  24930.  lulv  1.  1988; 
53  FR  MieO,  Nov.  2.  1988:  55  FR  420.  Jan.  5. 
1990:  55  FR  7883.  Mar.  6.  1990;  55  FR  11995.  Oct. 
17.  1990;  55  FR  12351,  Oct.  19.  1990;  5G  FR  2127. 
Jan.  22.  1991;  56  FR  J6109.  Sept.  10.  1991;  58  FR 
11365.  Feb.  25.  1993;  58  FR  28343.  May  13.  1993; 
58  FR  68.506.  Dec.  28.  1993:  60  FR  67321.  Dec.  29. 
1995:  63  FR  34267.  June  24.  1998;  63  FR  44777, 
Aug.  21.  1998;  63  FR  53782.  Oct.  7.  1998] 

PART  79-$CRAPIE  IN  SHEEP  AND 
GOATS 

Sec. 

79.1  Definition.s. 

79.2  Identification  of  sheep  and  goats  in 
Interstate  commerce. 

79.3  Geneial  restiictions. 

79.4  Designation  of  scrapie-positive  ani- 
mals, high-risk  animals,  exposed  ani- 
mals, su.'^pprt  animals,  exposed  flocks, 
infected  flocks,  noncompliant  flocks,  and 
source  flocks;  notice  to  owners. 

79.5  I.'^suance  of  certificates. 

79.6  Standards  for  States  to  qualify  as  Con- 
sistent States. 

79.7  Waiver  of  requirements  for  scrapie  con- 
trol pilot  projects. 

Authority:  21  U.S.C.  111-113,  115,  117,  120. 
m.  m-iae.  134b,  and  134f;  7  OFR  2.22.  2.80, 
and  871.4. 


Source:  66  FR  43880,  Aug.  21,  2001,  unless 
otherwise  noted. 

S7»a  Peffnftlomi, 

Accredited  veteHnarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  part  161  of  this 
chapter  to  perform  functions  specified 
in  8iitx^i»ter8  B.  C,  and  D  of  this  chap- 
ter. 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  employee  of  the 
United  States  Department  of  Agri- 
culture authorized  to  act  for  tiie  Ad- 
mlnistrator. 

Animal.  A  sheep  or  goat. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Insppction  .Service  of  the  United 
States  Department  of  Agriculture. 

APHIS  representative.  An  individual 
emplosred  by  APHIS  in  animal  health 
activities  who  is  authorized  by  the  Ad- 
ministrator to  perform  the  function  in- 
volved. 

Approved  laboratory.  A  laboratory  ap- 
proved by  t  he  Administrator  in  accord- 
ance with  §54.11  of  this  chapter  to  con- 
duct one  or  more  scrapie  tests,  or  geno- 
type tests,  on  one  or  more  tissues. 

Area  veterinarian  in  charge.  The  vet- 
erinary official  of  APHIS  who  is  as- 
signed by  the  Administrator  to  super- 
vise and  perform  the  official  animal 
health  work  of  APHIS  in  the  State  con- 
cerned. 

Blackfaced  sheep.  Any  purebred  Suf- 
folk, hampshlre,  Shropshire  or  cross 
thereof,  any  non-purebred  sheep  known 
to  have  Suffolk,  hampshlre,  or  Shrop- 
shire ancestors,  and  any  non-purebred 
sheep  of  unknown  ancestry  with  a 
black  face,  except  commercial  hair 
sheep. 

Breed  association  and  registries.  Orga- 
nizations listed  in  §151.9  of  this  chapter 
that  maintain  the  permanent  records 
of  ancestry  or  pedigrees  of  animals  (in- 
cluding the  animal's  sire  and  dam),  in- 
dividual identification  of  animals,  and 
ownership  of  animals. 

Certificate.  An  official  document 
issued  in  accordance  with  §79.5  by  an 
APHIS  representative.  State  represent- 
ative, or  accredited  veterinarian  at  the 
point  of  orlginf  of  an  interstate  move- 
ment of  animalii. 
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ConnncrciaJ  hair  shrep.  Any  commpr- 
cial  sheep  with  hair  rather  than  wool 
that  is  either  a  full-blooded  hair  sheep 
or  that  resulted  from  the  cross  of  a 
hair  sheep  with  a  whitefiAced  wool 
sheep. 

Commercial  sheep  or  goat.  Any  animal 
from  a  flock  frt>m  which  animals  are 
moved  only  eiUier  directly  to  slaughter 
or  througrh  slaug-hter  channels  to 
slaughter  or  any  animal  that  is  raised 
only  for  meat  or  fiber  iirodnction  and 
that  is  not  registered  with  a  sheep  <nr 
goat  regrls try  or  used  for  exhibition. 

Commingle,  commingled,  commingling. 
Animals  grouped  together  and  having 
physical  contact  with  each  other,  in 
eluding  contact  through  a  fence,  but 
not  limited  contacts.  Commingling 
also  includes  sharing  the  same  section 
in  a  transportation  unit  where  there  is 
physical  contact. 

Consistent  State.  (1)  A  State  that  the 
Administrator  has  determined  con* 
dncts  an  active  State  scrapie  control 
program  that  either: 

(1)  Meets  the  requirements  of  §79.6;  or 
(ii)  Effectively  enforces  a  State  de- 
signed plan  that  the  Administrator  de- 
termines is  at  least  as  effective  in  con- 
trolling scrapie  as  the  requirements  of 
§79.6. 

(2)  The  Administrator  has  deter- 
mined the  following-  States  to  be  Con- 
sistent States:  Alabama,  Alaska,  Ari- 
sona.  Arkansas,  California,  Colorado, 
Connecticut,  Delaware,  Florida,  Geor- 
gia. Hawaii.  Idaho.  Illinois.  Indiana, 
Iowa,  Kansas,  Kentucky,  Louisiana, 
Maine,  Maryland,  Massachusetts, 
IMUchigan,  Minnesota,  Mississippi,  Mis- 
souri. Montana,  Nebraska.  Nevada. 
New  Hamixshire,  New  Jersey,  New  Mex- 
ico, New  York,  North  Csrolina,  North 
Dakota.  Ohio.  Oklahoma.  Oregon, 
Pennsylvania,  Rhode  Island.  South 
Carolina,  South  Dakota,  Tennessee, 
Texas,  Utah,  Vermont,  Virginia,  Wash- 
ington, West  Virginia,  Wisconsin,  and 
Wyoming. 

Designated  scrapie  epidemiologist.  An 
^demiologist  who  has  demonstrated 
the  knowledge  and  ability  to  perform 
the  functions  required  and  who  has 
been  selected  by  the  State  animal 
health  official  and  the  area  veteri- 
narian in  charge.  The  regional  epi- 
demiologist and  the  APHIS  National 
Scrapie   Program   Coordinator  must 


concur  in  the  selection  and  appoint- 
ment of  the  designated  scrapie  epi- 
demiologist. The  designated  scrapie 
epidemiologist  must  satlefactoirily 
complete  training  designated  hy 
APHIS. 

Direct  movement  to  slaughter.  Trans- 
ported to  a  facility  for  slaughter,  with- 
out stops  or  unloading  except  for  flsed- 
ing  and  watering  during  which  the  ani- 
mals are  not  commingled  with  any 
other  animals. 

Electronic  implant.  Any  radio  fre- 
quency identification  implant  device 
approved  for  use  in  the  scrapie  program 
by  the  Administrator.  The  Adminis- 
trator will  approve  an  electronic  im- 
plant after  determining  that  it  is  tam- 
per resistant,  not  harmftd  to  the  tad- 

mal,  and  readable  by  equipment  avail- 
able to  APHIS  and  State  representa- 
tives. 

Exposed  animal.  (1)  Any  animal  that 
has  been  in  the  same  flock  at  the  same 

time  as  a  scrapie-positlve  female  ani- 
mal, excluding  limited  contacts;  or 

(2)  Any  animal  born  in  a  flock  after  a 
scrapie-positlve  animal  was  born  into 
that  flock  or  lambed  in  that  flock.  If 
born  before  that  flock  completes  the 
requirements  of  a  flock  plan;  or 

(3)  Any  animal  that  was  commingled 
with  a  scraple-positive  female  animal 
daring  or  up  to  30  days  after  die 
lambed,  kidded,  or  aborted,  or  while  a 
visible  vaginal  discharge  was  present, 
or  that  was  commingled  with  any  other 
scraple-positive  female  animal  for  24 
hours  or  more,  including  during  activi- 
ties such  as  shows  and  sales  or  while  in 
marketing  channels;  or 

(4)  Any  animal  in  a  noncompliant 
flock. 

Exposed  flock.  Any  flock  in  which  a 
scrapie-positive  animal  was  born  or 
lambed.  Any  flock  that  currently  con- 
tains a  female  high-risk,  exposed,  or 
suspect  animal,  or  that  once  contained 
a  female  high-risk,  exposed,  or  suspect 
animal  that  lambed  in  the  flock  and 
from  which  tissues  were  not  submitted 
for  official  testing  and  found  negative. 
A  flock  that  has  completed  a  post-ex- 
posure management  and  monitoring 
plan  following  the  exposure  will  no 
longer  be  an  exposed  flock. 
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Flock.  All  animals  that  are  main- 
tained on  a  single  premises  and  aU  ani- 
mals under  common  ownership  or  su- 
pervision on  two  or  more  premises  with 
animal  intercliange  between  the  prem- 
ises. Changes  in  ownership  of  part  or 
all  of  a  flock  do  not  diange  the  iden- 
tity of  the  flock  or  the  regulatory  re- 
quirements applicable  to  the  flock. 
Animals  maintained  temporarily  on  a 
premises  for  activities  such  as  shows 
and  sales  or  while  in  marketing'  chan- 
nels are  not  a  flock.  More  than  one 
flock  may  he  maintained  on  a  single 
premises  If: 

(1)  The  flocks  are  enrolled  as  sepa- 
rate flocks  in  the  SFCP;  or 

(2)  A  State  or  APHIS  representative 
determines,  based  upon  examination  of 
flock  records,  that: 

(I)  There  is  no  interchange  of  animals 
between  the  flocks; 

(II)  The  flocks  never  commingle  and 
are  kept  at  least  30  feet  apart  at  all 
times  or  are  separated  by  a  solid  wall 
through,  over,  or  under  which  fluids 
cannot  pass  and  throngli  which  contact 
cannot  occur; 

(iii^  The  Hocks  have  separate  Hock 
records  and  identification; 

(iv)  The  flocks  have  separate  lambing 
fadllti^,  indndlng  buildings  and  pas- 
tures, and  a  pasture  or  building  used 
for  lambing  by  one  flock  is  not  used  by 
the  other  flock  at  any  time;  and 

(v)  The  flocks  do  not  share  equip- 
ment without  cleaning  and  disinfection 
in  accordance  with  §  54.7(e)  of  this 
chapter.  Additional  guidance  on  ac- 
ceptable means  of  cleaning  and  dis- 
infection is  also  available  in  the 
Scrapie  Flock  Certification  Program 
standards  and  the  Scrapie  Eradication 
Uniform  Methods  and  Rules. 

Flock  of  origin.  The  flock  in  which  an 
animal  most  recently  resided  in  which 
it  either  was  born,  gave  birth,  or  was 
used  for  breeding  purposes.  The  deter- 
mination of  an  animal's  flock  of  origin 
may  be  based  either  on  the  physical 
presence  of  the  animal  in  the  flock,  the 
presence  of  offldal  identification  on 
the  animal  traceable  to  the  flock,  the 
presence  of  other  identification  on  the 
animal  that  is  listed  on  the  bill  of  sale, 
or  other  evidence,  saoh  as  registry 
records. 

Flock  plan.  A  written  flock  manage- 
ment agreement  signed  by  the  owner  of 


a  flock,  the  accredited  veterinarian,  if 
one  is  employed  by  the  owner,  and  a 
State   or   APHIS   representative  in 

whirh  each  participant  agrees  to  un- 
dertake actions  specified  in  the  flock 
plan  to  control  the  spread  of  scrapie 
from,  and  eradicate  scrapie  in,  an  in- 
fected flock  or  source  flock  or  to  re- 
duce the  risk  of  the  occurrence  of 
scrapie  in  a  flock  that  contains  a  liigh- 
risk  or  an  exposed  animal.  As  part  of  a 
flock  plan,  the  flock  owner  must  pro- 
vide the  facilities  and  personnel  needed 
to  carry  out  the  requirements  of  the 
flock  plan.  The  flock  plan  most  include 
the  requirements  in  S64.8(a)(f)  of  this 
chapter. 

High-risk  animal.  A  sexually  intact 
animal,  excluding  male  sheep  that 
have  tested  RR  at  codon  171  and  AA  at 
codon  136  using  an  official  genotsrpe 
test,  that  is: 

(1)  The  progeny  of  a  scrapie-posltlve 
dam;  or 

(2)  Born  in  the  same  flock  during-  the 
same  lambing  season  as  progeny  of  a 
scrapie-posltlve  dam,  unless  the  prog- 
eny of  the  scrapie-posltlve  dam  are 
from  separate  conten^rary  lambing 
groups;  or 

(3)  Bom  in  the  same  flock  during  the 
same  lambing  season  that  a  scrapie- 
positive  animal  was  born,  or  during 
any  subsequent  lambing  season,  if  bom 
before  that  flock  completes  the  re- 
quirements of  a  flock  plan;  or 

(4)  An  exposed  female  sheep  that  has 
not  tested  QR.  HR,  or  RR  at  codon  171 
using  an  official  genotype  test. 

Inconsistent  State.  Any  State  other 
than  a  Consistent  State. 

Infected  flock.  The  flock  of  origin  of  a 
female  animal  that  a  Stale  or  APHIS 
representative  has  determined  to  be  a 
scrapie-positive  animal:  or  any  flock  in 
which  a  State  or  APHIS  representative 
has  determined  that  a  scrapie-positive 
female  animal  liae  resided  unleas  an 
epidemiologic  investigation  conducted 
by  a  State  or  APHIS  representative 
shows  that  the  animal  did  not  lamb  or 
abort  in  the  flock.  A  flock  wUl  no 
longer  be  considered  an  infected  flock 
after  it  has  completed  the  require- 
ments of  a  flock  plan. 

Interstate  commerce.  Trade,  trafflc, 
transportation,  or  other  commerce  be- 
tween a  place  in  a  State  and  any  place 
outside   of  that   State,   or  between 
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points  within  a  State  Imt  thronffli  any 

place  outside  that  State. 

Limited  cnn  tacts.  Incidental  contacts 
between  animals  from  different  flocks 
off  the  flock*8  premises  snoh  as  at  fBirs, 
shows,  exhibitions  and  sales:  between 
ewes  bein^  inseminated,  flushed,  or  im- 
planted; or  between  rams  at  ram  test 
or  collection  stations.  Bmhrsro  trsnsfer 
and  artificial  insemination  equipment 
and  surgrical  tools  must  be  sterilized 
between  animals  for  these  contacts  to 
be  considered  limited  contacts.  Lim- 
ited contacts  do  not  include  any  con- 
tact, incidental  or  otherwise,  with  ani- 
mals in  the  same  flock  or  with  an  ani- 
mal during  or  up  to  30  days  after  she 
lambed,  kidded  or  aborted  or  when 
there  is  any  visible  vacrinal  discharcre. 
Limited  contacts  do  not  include  any 
activity  where  uninhibited  contact  oc- 
curs, sach  as  sharing  an  enclosure, 
sharing  a  section  of  a  transport  vehi- 
cle, or  residing  in  other  flocks  for 
breeding  or  other  purposes.  Examples 
of  limited  contacts  may  be  found  in  the 
Scrapie  Flock  Certification  Program 
standards. 

Live-animal  screening  test.  Any  test  for 
the  diagnosis  of  scrapie  in  a  live  ani- 
mal that  is  approved  by  the  Adminis- 
trator as  usually  reliable  but  not  defin- 
itive for  diagnosing  scrapie,  and  that  is 
conducted  in  a  laboratory  approved  by 
the  Administrator.^ 


^The  names  and  addresses  of  laboratories 
approved  by  the  Administrator  to  conduct 

live-animal  screeninK^  tests  will  be  pabliShed 
in  the  Notices  Section  of  the  FEDERAL  BBO- 
ISTER.  A  list  of  approved  laboratories  is  also 
available  upon  reque.'^t  from  the  Animal  and 
Plant  Health  Inspection  Service,  Veterinary 
Services,  National  Aslmal  Health  Programs 
Staff.  4700  River  Road  Unit  43.  Riverdale.  MD 
20737-1235.  State.  Federal,  and  university  lab- 
oratories will  be  approved  by  the  Adminis- 
trator when  he  or  she  determines  that  the 
laboratory:  (a)  Employs  personnel  trained  by 
the  National  Veterinary  Services  Labonir 
tories  assigned  to  supervise  the  testing:  (b) 
follows  standard  test  protocols;  (c)  meets 
check  test  proficiency  requlremente;  and  (d) 
will  report  all  test  results  to  State  and  Fed- 
eral animal  health  officials.  Before  the  Ad- 
ministrator may  withdraw  approval  of  any 
laboratory  for  failure  to  meet  any  of  these 
conditions,  the  Administrator  wiii  give  writ- 
ten n^ce  of  the  proposed  withdrawal  to  the 
director  of  the  laboratory,  and  will  Rive  the 
director  an  opportunity  to  respond.  If  there 


Loio-risk  commercial  sheep.  Comm»T- 

cial  whitpfaced,  whitefaced  cross,  or 
commeirial  hair  sheep  from  a  flock 
with  no  itnown  risk  factors  for  scrapie, 
inoluding  any  ezpoenre  to  female 
blackfaced  sheep,  that  are  identified 
with  a  les'ible  permanent  brand  or 
earnotch  pattern  registered  with  an  of- 
ficial brand  registry  and  that  are  not 
scraple-positive,  suspect,  high-risk,  or 
exposed  animals  and  are  not  animals 
from  an  infected,  source,  or  exposed 
flock.  The  term  brand  inclndes  ottdal 
brand  registry  brands  on  eartags  in 
those  States  whose  brand  law  or  regu- 
lation recognizes  brands  placed  on 
eartags  as  official  brands.  Low-risk 
commercial  Sheep  may  only  exist  in  a 
State  where  scrapie  has  not  been  diag- 
nosed in  the  previous  10  years  in  com- 
mercial whitefaced.  whitefaced  cross, 
or  commercial  hair  ibsep  that  were  not 
commingled  with  female  blaokfltoed 
sheep. 

Low-risk  goat.  A  goat  that  is  not  a 
Bcrapie-positive,  suspect,  high-risk,  or 

exposed  animal,  that  has  not  been  com- 
mingled with  sheep,  and  that  is  from: 

CI)  A  State  in  which  scrapie  has  not 
been  identified  in  a  goat  during  the 
previous  10  years; 

(2)  A  State  in  which  scrapie  has  been 
identified  in  a  goat  during  the  previous 
10  years,  but  the  scrapie-posltive  goat 
was  not  bom  in  the  State  and  resided 
in  the  State  for  less  than  54  months 
and  did  not  kid  while  in  the  State;  or. 

(3)  A  State  in  which  scrapie  has  been 
identified  in  a  goat  during  the  previous 
10  years,  and  the  scrapie-positivo  g-oat 
was  commingled  with  sheep,  but  llock 
records  allowed  a  complete  epidemio- 
logic Investigation  to  be  completed  and 
all  resulting  infected,  source,  and  ex- 
posed g^oat  herds  have  completed  flock 
plans  and  are  in  compliance  with  post- 
exposure monitoring  plans. 

National  Scrapie  Database.  A  database 
designated  by  the  Administrator  in 
which  APHIS  and  State  animal  health 
agencies  cooperatively  enter  data  con- 
cerning scrapie  outbreaks,  flocks  and 
premises  affected  by  scrapie,  individual 
animal  identification  and  premises 
identification  data,  and  other  data  to 


are  conflicts  as  to  any  material  fact,  a  heu^ 
ing  will  be  held  to  resolve  the  conflicts. 
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sapport  the  Scrapie  Eradication  Pro- 
gram and  the  Scrapie  Flock  Certifi- 
cation  Program. 

Noncompliant  flock.  (1)  Any  source  or 
infected  flock  whose  owner  declines  to 

enter  into  a  flock  plan  or  post-exposure 
mana^^ement  and  monitoring  plan 
agreement  within  30  days  of  being  so 
designated,  or  whose  owner  is  not  in 
compliance  with  either  ag^reement; 

(2)  Any  exposed  flock  whose  owner 
feiiis  to  make  animais  available  for 
testing  within  60  dasrs  of  notification, 
or  as  mutually  agreed,  or  whose  owner 
fails  to  submit  required  postmortem 
samples; 

(3)  Ai^  flock  whose  owner  has  mis- 
represented, or  who  employs  a  person 
who  has  misrepresented,  the  scrapie 
status  of  an  animal  or  any  other  infor- 
mation on  a  oertiflcate,  permit,  owner 
statement,  or  other  official  document 
within  the  last  5  years;  or 

(4)  Any  flock  whose  owner  or  man- 
ager has  moved,  or  who  employs  a  per- 
son who  has  moved,  an  animal  in  viola- 
tion of  this  chapter  within  the  last  5 
years. 

Official  eartag.  An  identiflcation 
eartag  approved  by  APHIS  as  being  suf- 
ficiently tamper-resistant  for  the  in- 
tended use  and  providing  unique  identi- 
fication for  each  animal.  An  offlclal 
eartag  may  conform  to  the  alpha> 
numeric  National  Uniform  Eartayering 
system  or  another  system  approved  by 
APHIS,  or  it  may  bear  a  premises  iden- 
tiflcation number  that  either  contains 
or  is  used  in  conjunction  with  the  pro- 
ducer's livestock  production  num- 
bering system  to  provide  a  unique  iden- 
tification number. 

Official  genotype  test.  Any  test  to  de- 
termine the  genotype  of  a  live  or  dead 
animal  that  is  conducted  at  either  an 
approved  laboratory  or  at  the  National 
Veterinary  Services  Laboratories, 
when  the  animal  is  officially  identified 
and  the  samples  used  for  the  test  are 
collected  and  shipped  to  the  laboratory 
by  either  an  accredited  veterinarian  or 
a  State  or  APHIS  representative. 

Official  identification.  Identification 
mark  or  device  approved  by  APHIS  for 
use  in  the  Scrapie  Eradication  Pro- 
gram. Examples  are  listed  in 
|79.a(a)(2). 

Official  test.  Any  test  for  the  diag- 
nosis of  scrapie  in  a  live  or  dead  animal 


that  is  approved  by  the  Administrator 

for  that  use  and  conducted  either  at  an 
approved  laboratory  or  at  the  National 
Veterinary  Services  Laboratories. 

Oumer.  A  person,  partnership,  com- 
pany, corporation,  or  any  other  legal 
entity  who  has  legal  or  rightful  title  to 
animals,  whether  or  not  they  are  sub- 
ject to  a  mortgage. 

Owner  statrmcyti .  \  written  statement 
by  the  owner  thai  includes  the  owner's 
name,  signature,  address,  and  phone 
number,  date  the  animals  1^  the  flock 
of  origin,  the  premises  identification 
number  assigned  to  the  premises,  the 
number  of  animals,  the  premises  por- 
tion of  the  premises  identiflcation  if 
premises  identification  is  used,  and  a 
statement  that  the  animals  were  either 
born  or  were  used  for  breeding  purj;K>se8 
on  the  premises  to  which  the  premises 
Identification  is  assigned. 

Ownership  brand.  A  unique  perma- 
nent legible  brand  or  earnotch  j;>attern 
applied  to  an  animal  that  indicates 
ownership  by  a  particular  person  when 
the  brand  pattern  is  registered  with  a 
State's  official  brand  recording  agency. 

Permit.  An  offlcial  document  issued  in 
connection  with  the  interstate  move- 
ment of  animals  fVS  Form  1-27  or  a 
State  form  that  contains  the  same  in- 
formation)  that  is  issued  by  an  APHIS 
representative.  State  representative,  or 
an  accredited  veterinarian  authorized 
to  sign  such  permits.  A  new  permit  is 
required  for  each  change  in  destination 
for  an  animal.  A  permit  lists  the  own- 
er's name  and  address:  points  of  origin 
and  destination;  number  of  animals 
covered;  purpose  of  the  movement; 
whether  the  animals  are  from  an  ex- 
posed, noncompliant,  infected,  or 
source  flock;  whether  the  animal  is  a 
high-risk,  exposed,  scrapie-positive,  or 
scrapie  snspect  animal;  traasportatloii 
vehicle  license  number  or  other  identi- 
fication number;  and  seal  number  (if  a 
seal  is  required).  A  permit  also  lists  all 
official  identification  on  the  animals 
covered,  including  the  official  eartag 
number,  individual  animal  registered 
breed  association  registration  tattoo, 
individual  animal  registered  breed  as- 
sociation registration  brand.  United 
States  Department  of  Agriculture 
backtag  (when  applied  serially,  only 
the  beginning  and  the  ending  numbers 
need  be  recorded),  individual  animal 
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registered  breed  association  registra- 
tion number,  or  any  other  form  of  offi- 
cial identUicatlon  present  on  the  ani- 
mal. 

Premises  identification.  An  APHIS  ap- 
proved eartag.  backtag.  or  legible  tat- 
too bearing  the  premises  identification 
iramber,  conslBtiner  of  the  State  postal 
abbreviation  or  code  followed  by  a 
unique  alphanumeric  number  or  name, 
assigned  by  a  State  or  Federal  animal 
health  official  to  the  premises  of  the 
flock  of  origin  for  the  sheep  or  goats 
that,  in  the  judgment  of  the  State  ani- 
mal health  official  or  area  veterinarian 
In  oharge,  is  epidemiologically  distinct 
from  other  premises,  or  a  legible  per^ 
manent  brand  or  ear  notch  pattern  reg- 
istered with  an  official  brand  registry. 
Premises  identification  may  be  used 
when  official  individual  animal  identi- 
fication is  required,  if  the  premises 
identification  method  either  includes  a 
unique  animal  number  or  Is  used  in 
conjunction  with  the  producer*s  live- 
stock production  numbering  system  to 
provide  a  unique  identification  number 
and  where,  if  brands  or  ear  notches  are 
Qsed,  the  animals  are  accompanied  by 
an  official  brand  inspection  certificate. 
Clearly  visible  and/or  legible  paint 
brands  may  be  used  on  animals  moving 
directly  to  slaughter  and  on  animals 
moving  for  grazing  or  other  manage- 
ment purposes  without  change  In  own- 
ership. 

Scrapie  Eradication  Program.  The  co- 
operative State-Federal  program  ad- 
ministered by  APHIS  and  Consistent 
States  to  control  and  eradicate  scrapie. 

Scrapie  Eradication  Uniform  Methods 
and  Rules  (UM&R).  Cooperative  proce- 
dures and  standards  adopted  by  APHIS 
and  Consistent  States  for  controlling 
and  eradicating  scrapie.  The  UM&R 
will  be  reviewed  at  least  annually  by 
representatives  of  the  livestock  indus- 
try, appropriate  State  and  Federal 
agencies,  and  the  public  and  will  be 
drafted,  revised,  and  published  as  need- 
ed by  APHIS. 

Scrapie  Flock  CertlflctaUm  Program 
(SFCP).  The  cooperative  FMeral-State- 
industry  voluntary  program  for  the 
control  of  scrapie  conducted  in  accord- 
ance with  subpart  B  of  part  54  of  this 
(Chapter. 

Scrapie  Flock  Certification  Program 
standards.  Cooperative  procedures  and 


standards  adopted  by  APHIS  and  State 
Scrapie  Certification  Boards  for  reduc- 
ing the  incidence  and  controlling  the 
spread  of  scrapie  through  flock  certifl- 

cation.2 

Scrapie-positive  animal.  An  animal  for 
which  a  diagnosis  of  scrapie  has  been 
made  by  the  National  Veterinary  Serv- 
ices Laboratories  or  another  labora- 
tory authorized  by  the  Administrator 
to  conduct  ucrapie  tests  in  accordance 
with  this  chapter,  throug>li: 

(1)  Histopathological  examination  of 
central  nervous  system  (CNS)  tissues 
from  the  animal  for  characteristic  mi- 
croscopic lesions  of  scrapie; 

(2)  The  use  of  proteinase-resistant 
protein  analysis  methods  including  but 
not  limited  to  immunohistochemistry 
and/or  western  blotting  on  CNS  and/or 
peripheral  tissue  samples  from  a  live  or 
a  dead  animal  for  which  a  given  meth- 
od has  been  approved  by  the  Adminis- 
trator for  use  on  that  tissue; 

(3)  Bioassay; 

(4)  Scrapie  associated  fibrils  (SAF) 
detected  by  electron  microscopy;  or 

(5)  Any  other  test  method  approved 

by  the  Administrator  in  accofdaiice 
with  §54.10  of  this  chapter 


"Individual  copies  of  the  SFCP  standards 
may  be  obtained  on  the  World  Wide  Web  at 
URL  http:  www.aphi.s.usda.(<ov'VS.  or  from 
the  Animal  and   Plant  Health  Inspeettoil 

ServicH.  National  Animal  Hf^a'.th  Protrrams 
Stall.  47U(J  River  Road  Unit  43,  Hiveidau:,  MD 
20737-1235. 

3  The  names  and  addresses  of  laboratories 
approved  by  the  Administrator  to  conduct 
tests  are  published  in  the  Notices  Section  of 
the  FfiDERAii  Register,  a  list  of  approved 
laboratories  is  also  available  upon  request 
from  the  Animal  and  Plant  Health  Inspec- 
tion Service,  Veterinary  Services.  National 
Animal  Health  Profrrams  Staff.  4700  River 
Road  Unit  43.  Riverdale,  MD  20737-1235. 
State,  Federal,  and  university  laboratories 
will  be  approved  by  the  Administrator  when 
he  ni-  she  determines  that  the  latioratory:  (a) 
Employs  personnel  trained  by  the  National 
Veterinary  Services  Laboratories  assigned  to 
supervise  the  testing;  (b)  follows  standard 
test  protocols;  (c)  meets  check  test  pro- 
ficieney  reQuirementa;  and  (d)  will  report  all 
test  results  to  State  and  Federal  animal 
health  officials.  Before  the  Administrator 
may  withdraw  approval  of  any  laboratory  for 
fitilure  to  meet  any  of  these  conditions,  the 
Administrator  must  give  written  notice  of 
the  proposed  withdrawal  to  the  director  of 
the  laboratory  and  must  grlve  the  director  an 
opportunity  to  respond.  If  there  are  oonfliots 
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Separate  contemporary  lambing  groups. 

To  be  a  separate  contemporary 
lambing  group,  the  group  must  be 
maiiitaiiied  separately  such  that  the 
animals  camiot  come  into  pl^TBloal 
contact  with  other  lambs,  kids,  ewes  or 
does  or  birth  fluids  or  placenta  from 
other  ewes  or  does.  This  separate  main- 
tenance must  preclude  contact  through 
a  fence,  during  lambing  and  for  60  days 
following  the  date  the  last  lamb  or  kid 
is  born  in  a  lambing  season,  and  must 
preclude  using  the  same  lamhing  &cil- 
Ity  as  other  ewes  or  does,  unle.ss  the 
lambing  facility  is  cleaned  and  dis- 
infected under  supervision  by  an 
APHIS  representative,  State  represent- 
ative, or  an  accredited  veterinarian  be- 
tween lambings  in  accordance  with 
§  54.7(e)  of  this  chapter.  Additional 
guidance  on  acceptable  means  of  clean- 
ing and  disinfection  is  also  available  in 
the  Scrapie  Flock  Certification  Pro- 
gram standards  and  the  Scrapie  Eradi- 
cation Uniform  Methods  and  Rules. 
The  flock  owner  must  maintain  ade- 
quate records  to  document  which  ani- 
mals were  maintained  in  each  contem- 
porary lambing  group  and  to  document 
when  cleaning  and  disinfection  was 
I»erformed  and  who  supervised  it. 

Slaughter  channels.  Animals  in 
slaughter  channels  include  any  animal 
that  is  sold,  laransferred,  or  moved  ei- 
ther directly  to  a  slaughter  facility,  to 
an  individual  for  custom  slaughter,  or 
for  feeding  for  the  express  purpose  of 
improving  the  animals'  condition  for 
movement  to  slaughter.  Any  sexually 
Intact  animal  that  is  commingled  with 
breeding  animals  or  that  has  been  bred 
is  not  in  slaughter  channels.  When  sell- 
ing animals  for  slautrhter,  owners 
should  note  on  the  bill  of  sale  that  the 
animals  are  sold  only  for  slaughter. 

Source  flock.  A  flock  in  which  a  State 
or  APHIS  representative  has  deter- 
mined that  at  least  one  animal  was 
bom  that  was  diagnosed  as  a  scrapie- 
positive  animal  at  an  age  of  72  months 
or  less.  The  determination  that  an  ani- 
mal was  born  in  a  flock  will  be  based 
on  such  information  as  the  presence  Of 
official  Identification  on  the  animal 
traceable  to  the  flock,  the  presence  of 
Other  identification  on  the  animal  that 


as  to  any  matraial  fact,  a  hearing  will  be 
held  to  resolve  the  conflict. 


is  listed  on  the  hill  of  sale,  or  other  evi- 
dence, such  as  registry  records,  to  show 
that  a  scrap!  e-positive  animal  was  bom 
in  the  flock,  combined  with  the  ab- 
sence of  records  indicating  that  the 
animal  was  purchased  from  outside  and 
added  to  the  flock.  If  DNA  from  the 
animal  was  previously  collected  by  an 
accredited  veterinarian  and  stored  at 
an  approved  g^enotyping  laboratory,  or 
if  DNA  collection  and  storage  are  re- 
quired for  breed  registration  and  the 
breed  registration  has  appropriate  safe- 
guards in  place  to  ensure  the  integrity 
of  the  banking  process,  the  owner  may 
request  verification  of  the  animal's 
identity  based  on  DNA  comparison  if 
adequate  records  and  identification 
have  been  maintained  by  the  owner  and 
the  repository  to  show  that  the 
archived  DNA  is  that  of  the  animal 
that  has  been  traced  to  the  flock.  Ttae 
owner  will  be  responsible  for  all  costs 
for  the  DNA  comparison.  A  flock  will 
no  longer  be  a  source  flock  after  It  has 
completed  the  requirements  of  a  flock 
plan. 

State.  Each  of  the  50  States,  the  Dis- 
trict of  Columbia,  the  Northern  Mar^ 
iana  Letlands,  Puerto  Rico,  and  all  terri- 
tories or  possessions  of  the  United 

States. 

State  representative.  An  individual  em- 
ployed in  animal  health  activities  by  a 
State  or  a  political  subdivision  of  a 
State  and  who  is  authorized  by  the 
State  or  political  subdivision  to  per- 
form the  function  involved. 

Suspect  animal.  An  animal  will  be  des- 
ignated a  suspect  animal  in  accordance 
with  §79.4  if  it  is: 

(1)  A  sheep  or  goat  that  exhibits  any 
of  the  following  possible  signs  of 
scrapie  and  that  has  been  determined 
to  be  suspicious  for  scrapie  by  an  ac- 
credited veterinarian  or  a  State  or 
APHIS  representative:  Weight  loss  de- 
spite retention  of  appetite;  behavioral 
abnormalities;  pruritus  (itching);  wool 
pulling;  biting  at  legs  or  side;  lip 
smacking:  motor  abnormalities  such  as 
incoordination,  high  stepping  gait  of 
forelimbs,  bunny  hop  movement  of  rear 
legs,  or  swaying  of  back  end;  Increased 
sensitivity  to  noise  and  sudden  move- 
ment; tremor,  "star  gazing,"  head 
pressing,  recumbency,  or  oUier  signs  of 
neurological  disease  or  chronic  wast- 
ing. 
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(2)  A  sheep  or  groat  that  has  tested 
positive  for  scrapie  or  for  the  pro- 
teinase resistant  protein  associated 
with  scrapie  on  a  liye-anlmal  screeniiig 
test  or  any  other  test,  unless  the  ani- 
mal is  desisrnated  a  scraple-posltlve 
animal. 

(3)  A  sheep  or  goat  that  has  tested  In- 
conclusive  or  suggestive  on  an  official 

test  for  scrapie. 

Terminal  Jeedlot.  (1)  A  dry  lot  ap- 
proved by  a  State  or  APHIS  represent- 
ative or  an  accredited  veterinarian  au- 
thorized to  perform  this  function  where 
animals  are  separated  from  all  other 
animals  by  at  least  80  Iset  at  all  times 
or  are  separated  tqr  a  solid  wall 
through,  over,  or  under  which  fluids 
cannot  pass  and  contact  cannot  occur 
and  from  which  animals  are  moved 
only  to  another  terminal  feedlot  or  di- 
rectly to  slaughter:  or 

(2)  A  pasture  when  approved  by  and 
maintained  under  the  supervision  of 
the  State  and  in  wblch  only  nonpreg- 
nant animals  are  permitted,  where 
there  is  no  direct  fence-to-fence  con- 
tact with  another  flock,  and  from 
which  animals  are  moved  only  to  an- 
other terminal  feedlot  or  directly  to 
slaughter. 

(3)  Records  of  all  animals  entering 
and  leaving  a  terminal  feedlot  must  be 
maintained  for  1  year  after  the  animal 
leaves  Uie  feedlot  and  must  include  the 
person  from  whom  the  animals  were 
acquired  and  the  Slaughtering  facility 
in  which  they  were  slaughtered. 
Records  must  be  made  available  for  in- 
spection by  an  APHIS  or  State  rep- 
resentative upon  request. 

Unofficial  test.  Any  test  for  the  diag- 
nosis of  scrapie  or  for  the  detection  of 
the  proteinase  resistant  protein  associ- 
ated with  scrapie  in  a  live  or  dead  ani- 
mal that  either  has  not  been  approved 
by  the  Administrator  or  that  was  not 
conducted  at  an  approved  laboratory  or 
at  the  National  Veterinary  Services 
Laboratories. 

§  79^  Identificatioift  of  sheep  and  goats 
in  interstate  ooonnerce. 

(a)  No  sheep  or  goat  that  is  required 
to  be  individually  identified  or  prem- 
ises identified  by  §79.3  may  be  sold, 
transported,    received    for  transport 

tation.  or  offered  for  sale  or  transpor- 
tation in  interstate  commerce  unless 


each  sheep  or  goat  is  identified  in  ao- 

cordance  with  this  section. 

(1)  The  sheep  or  goat  must  be  identi- 
fied to  its  flock  of  origin  and,  for  an 
animal  born  after  January  1,  ^2,  to 
its  flock  of  birth,  by  the  owner  of  the 
flock  or  his  or  her  agent;  at  whichever 
of  the  following  points  in  commerce 
comes  first,  Except  that;  animals  bom 
after  January  1,  2002,  may  be  moved 
interstate  direct  to  slaughter  without 
identification  to  flock  of  birth  until 
June  1,  2003,  and  animals  that  cannot 
be  identified  to  their  flock  of  origin  be- 
cause Consistent  States  have  exempted 
them  fh>m  flock  of  origin  Identifica- 
tion in  intrastate  commerce  in  accord- 
ance with  §79.6(a)(10Ki)  may  be  moved 
interstate  with  only  individual  animal 
identification  traceable  to  the  State  of 
origin  and  to  the  owner  of  the  animals 
at  the  time  they  were  so  identified: 

(i)  The  point  of  first  commingling  of 
the  sheep  or  goats  In  Interstate  com- 
merce with  sheep  or  goats  from  any 
other  flock  of  origin; 

(ii)  Upon  unloading  of  the  sheep  or 
goats  in  interstate  conunerce  at  any 
livestock  market,  except  a  market  de- 
scribed in  paragraph  (aKlKUi)  of  this 
section; 

(ill)  Upon  leaving  a  livestock  market 

that  has  been  approved  in  accordance 
with  this  chapter  to  handle  sheep  and 
goats  in  interstate  commerce  and  that 
has  agreed  to  act  as  an  agent  for  tiie 
owner  to  apply  official  identlfioation 
to  the  animals.  In  such  cases  the  ani- 
mals must  be; 

(A)  Moved  to  the  market  and  main- 
tained until  officially  identified  in  dis- 
tinguishable groups  identifiable  to 
their  flocks  of  origin  and  when  re- 
quired their  flock  of  birth  by  meaas  of 
partitions  or  other  such  malntenaaoe; 
and. 

(B)  Accompanied  by  an  owner  state- 
ment that  contains  the  information 
needed  to  officially  identify  the  ani- 
mals to  their  flock  of  origin  and,  when 
required,  their  flock  of  birth; 

(Iv)  Upon  transfer  of  ownership  of  the 
sheep  or  goats  In  interstate  commerce: 

(v)  In  the  case  of  animals  shipped  di- 
rectly to  slaughter  at  a  slaughter  plant 
that  has  agreed  to  act  as  an  agent  for 
the  owner  to  apply  official  identifica- 
tion to  the  animals,  upon  arrival  of  the 
sheep  or  goats  in  interstate  commerce 
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at  the  slangliter  plant.  In  such  cases 

the  animals  must  be: 

(A)  Moved  to  the  slaughter  plant  and 
maintained  until  ofadally  identified  In 
distinguishable  groups  identifiable  to 
their  flocks  of  oriprin  and  when  re- 
quired their  Hock  of  birth  by  means  of 
partitionB  or  other  siioh  maintenance; 
and, 

(B)  Accompanied  by  an  owner  state- 
ment that  contains  the  information 
needed  to  officially  Identify  the  ani- 
mals to  their  flock  of  origin  and,  when 
required,  their  flock  of  birth.  If  the 
slaughter  plant  has  agreed  to  allow 
AFHI8  to  conduct  slaughter  sampling, 
animals  need  not  be  Identified  if  they 
arrive  at  the  plant  on  days  that  an 
APHIS  designated  sampler  is  not  avail- 
able at  the  plant  to  collect  samples;  or 

(vi)  Prior  to  moving  a  sheep  or  goat 
across  a  State  line,  unless  the  animals 
are  moving  to  an  approved  livestock 
market  in  accordance  with  paragraph 
(aXlKili)  of  this  section  or  to  an  ap- 
proved slaughter  plant  in  accordance 
with  paragraph  (a)(l)(v)  of  this  section. 

(2)  The  sheep  or  goats  must  be  identi- 
fied by  one  of  the  following*  means  of 
identification,  and  must  remain  so 
identified  until  they  reach  their  final 
destination: 

(1)  Blectronlc  implants  for  animals 
required  to  be  identified  by  the  SFCP. 
when  used  in  a  flock  participating'^  in 
the  SFCP  and  when  accompanied  by  a 
certificate  or  owner  statement  Uiat  in- 
cludes  the  electronic  implant  numbers 
and  the  name  of  the  chip  manufac- 
turer; 

(ii)  Official  eartagrs,  inclndlngr  tags 

approved  for  use  in  the  SFCP  or 
APHIS-approved  premises  identifica- 
tion number  eartags  when  combined 
with  a  nniqne  animal  identification 
nnmber: 

(ili)  United  States  Department  of  Ag- 
riculture backtags  or  official  premises 
identification  backtags  that  include  a 

uniqup  animal  identification  number, 
when  used  on  sheep  or  tjoats  moving-  di- 
rectly to  slaughter  and  when  applied 
Within  3  inches  of  the  poll  on  the  dorst^ 
surface  of  the  head  or  neck: 

(ivi  Let^ible  official  retrislry  tattoos 
that  have  been  recorded  in  the  book  of 
record  of  a  sheep  or  goat  registry  asso- 
elation  when  the  animal  is  accom- 
panied by  either  a  registration  certifi- 


cate or  a  certificate  of  veterinary  in- 
spection. These  tattoos  may  also  be 
used  as  premises  identification  if  they 
contain  a  unique  premises  prefix  that 
has  been  linked  in  the  National  Scrapie 
Database  with  the  assigned  premises 
identification  number  of  the  flock  of 
origin; 

(v)  Premises  identification  eartags  or 
tattoos,  if  the  premises  identification 
method  includes  a  unique  animal  num- 
ber or  is  combined  with  a  flock  eartag 
that  has  a  unique  animal  number  and 
the  animal  is  accompanied  by  an  owner 
statement;  or 

(vi)  Premises  identification  when 
premises  identification  is  allowed  by 
§79.3  and  the  animal  is  accompanied  by 
an  owner  statement. 

(3)  The  owner  of  the  flock  of  origin  is 
responsible  for  the  identification  of 
animals  required  to  be  identified  by 
this  section.  No  person  who  buys  or 
sells,  for  his  or  her  own  account  or  as 
the  agent  of  the  buyer  or  seller,  trans- 
ports, receives  for  transportation,  of- 
fers for  sale  or  transportation,  or  oth- 
erwise handles  sheep  or  goats  in  inter- 
state commerce  shall  receive  or  other- 
wise  handle  any  animal  in  interstate 
commerce  that  has  not  been  identified 
as  required  by  this  section.  If  an  ani- 
mal loses  its  Identification  to  its  flock 
of  origin  while  in  interstate  commerce 
it  is  the  respon.sibility  of  the  person 
who  has  control  oi'  possession  of  the 
animal  to  identify  the  animal  prior  to 
commingling  it  with  any  other  ani- 
mals. This  shall  be  done  by  applying 
individual  auiiual  identification  to  the 
animal  as  required  in  paragraph  (aK2) 
of  this  section  and  recording  the  means 
of  identification  and  the  corresponding 
animal  identification  number.  K  the 
flock  of  origin  cannot  be  determined, 
all  possible  flocks  of  origin  shall  be 
listed  on  the  record. 

(b)  Serial  numbers  for  uae  in  oiiicial 

identification  Will  be  assigned  to  each 

person  who  applies  to  the  State  animal 
health  official  or  the  area  veterinarian 
in  charge  for  the  State  in  which  that 
person  maintatos  his  or  her  place  of 
business.  Serial  numbers  of  official 
eartags  will  be  assigned  to  each  accred- 
ited veterinarian  or  State  or  APHIS 
representative  who  requests  official 
eartags  from  the  State  animal  health 
official  or  the  area  veterinarian  in 
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charge,  whoever  is  responsible  for 
ia»ii1ng  official  eartags  in  that  State. 
The  ofClclal  responsible  for  issiiixigr 
eartw  in  a  State  may  assign  serial 
numbers  of  official  eartags  to  other  re- 
sponsible persons,  such  as  4-H  leaders. 
If  the  State  animal  health  ofdcial  and 
the  area  veterinarian  in  charge  agree 
that  such  asslsrnments  will  improve 
scrapie  control  and  eradication  within 
the  State.  Persons  assigned  serial  num- 
bers may  either  directly  apply  eartags 
to  animals,  or  may  reassigrn  eartag 
numbers  to  producers.  If  these  persons 
reassigrn  eartag  numbers,  they  must 
maintain  appropriate  records  that  per- 
mit traceback  of  animals  to  their  flock 
of  origin,  or  flock  of  birth  when  re- 
quired. Premises  identification  eartag, 
backtag,  and  tattoo  numbers  (series  of 
alphanumeric  USDA  tags  and  backtags 
may  be  assigned  as  premises  identifica- 
tion if  they  are  linked  to  the  premises 
In  the  National  Scrapie  Database)  will 
be  assigned  to  animal  owners  by  the 
State  animal  health  official  or  the  area 
veterinarian  in  chaise,  whoever  is  re- 
Qponaible  for  assigning  premises  codes 
in  that  State.  Persons  assigned  serial 
numbers  of  United  stales  Department 
of  Agriculture  backtags,  official  sheep 
and  goat  tattoos,  official  eartags,  and 
premises  identification  numbers  must: 

(1)  If  the  person  assigned  the  num- 
bers is  a  flock  owner,  so  that  the  as- 
signed numbers  are  directly  linked  to 
the  flock  of  origin  in  the  national 
scrapie  database,  record  the  following 
information  on  a  document: 

(1)  The  premises  identification  num- 
ber or  serial  numbers; 

(ii)  The  number  of  animals  so  identi- 
fied; 

(ill)  The  date  the  animals  were  iden- 
tified; 

(iv)  For  animals  born  after  January 
1,  2002,  that  were  not  bom  in  the  flock 
of  origin  and  that  are  not  identified  to 

the  previous  flock  of  ori^rin,  the  indi- 
vidual identification  number  applied 
and  the  name,  street  address.  Including 
the  dity  and  State,  or  the  township, 

county,  and  State,  and  the  telephone 
number,  if  the  telephone  number  is 
available,  of  the  Hock  of  birth  if 
known. 

(2)  If  the  person  assigned  the  num- 
bers is  a  veterinarian,  extension  agent, 
auction  market  operator,  dealer,  or 


any  person  other  than  the  owner  of  the 
flock  of  origin,  record  the  following  in- 
formation on  a  docoment: 

(I)  All  serial  numbers  applied  to  a 
sheep  or  goat; 

(II)  Any  other  serial  numbers  and  ap- 
inroved  Identification  appearing  on  the 
sheep  or  goat; 

(ill)  The  street  address,  including  the 
city  and  State,  or  the  township,  coun- 
ty, and  State,  of  the  premises  where 
the  approved  means  of  Identification 
was  applied: 

(iv)  The  date  the  identification  was 
applied; 

(v)  The  name,  street  address,  indud- 

ing  the  city  and  State,  or  the  township, 
county,  and  State,  and  the  telephone 
number  If  the  telephone  number  is 
available,  of  the  owner  of  the  flodiL  of 
origin  and.  if  different,  the  person  who 
owns  or  possesses  the  sheep  or  goat, 
and 

(vi)  For  animals  bom  after  January 
1,  2002,  that  were  not  bom  in  the  flock 
of  origin  and  that  are  not  identified  to 
the  previous  flock  of  origin,  the  indi- 
vidnal  identification  number  applied 
and  the  name,  street  address,  including 
the  city  and  State,  or  the  township, 
county,  and  State,  and  the  telephone 
number  if  the  telephone  number  is 
available,  of  the  flock  of  birth  if 
known. 

(vii)  The  serial  numbers,  the  manu- 
facturer, and  the  type  and  color  of  all 
official  tags  received.  Usually  main- 
taining the  tag  invoice  will  meet  this 
requirement. 

(3)  Maintain  these  records  for  6  years; 
and 

(4)  Make  these  records  available  for 
Inspection  and  copying  during  ordinary 
business  hours  (8  a.m.  to  6:80  p.m., 
Monday  through  Friday)  upon  request 
by  any  authorized  employee  of  the 
United  States  Department  of  Agri- 
culture or  the  State,  and  presentation 
of  his  or  her  official  credentials. 

(5)  Any  person  who  fails  to  comply 
with  these  requirements  shall  not  be 
assigned  serial  numbers  of  United 
States  Department  of  Agriculture 
backtags,  official  sheep  and  goat  tat- 
toos, official  eartags,  or  premises  Iden- 
tification numbers.  If  a  person  who  is 
not  in  compliance  with  these  require- 
ments has  already  been  assigned  such 
serial  numbers,  the  Administrator  may 
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withdraw  tlie  assignment  by  thriving  no- 
tice to  such  person.  After  such  notice 
the  person  shall  be  subject  to  criminal 
and  civil  penalties  if  he  continues  to 
use  those  assigned  serial  numbers. 

(c)  No  person  shall  apply  a  premises 
identification  number  or  a  brand  or 
earnotch  pattern  to  an  animal  that  did 
not  originate  on  the  premises  to  which 
the  number  was  assigned  by  a  State  or 
APHIS  representative  or  to  which  the 
brand  or  earnotch  pattern  iias  been  as- 
signed by  an  official  brand  registry. 
This  includes  individual  identification 
such  as  USDA  tags  and  backta^'^s  that 
have  been  assigned  to  a  premises  for 
use  as  premises  identification  and  reg- 
istration tattoos  that  contain  prefixes 
that  have  been  assigned  to  a  premises 
for  use  as  premises  identification.  This 
does  not  preclade  the  owner  of  a  flock 
from  using  a  premises  identification 
number  tag  assigned  to  that  flock  on 
an  animal  owned  by  him  that  resides  in 
that  flock  but  that  was  bom  or  pre- 
vloasly  resided  on  a  different  premises 
as  long  as  the  records  required  in  para- 
graph cb)(.l>(.iv)  of  this  section  are 
maintained. 

(d)  Bach  person  who  bosrs  or  sells*  for 
his  or  her  own  account  or  as  the  agent 
of  the  buyer  or  seller,  transports,  re- 
ceives for  transportation,  offers  for 
sale  or  transportation,  or  otherwise 
handles  sheep  or  goats  in  interstate 
commerce  must  ensure  that  the  ani- 
mals are  identified  as  required  in  this 
part  and  most  keep  records  relating  to 
thB  transfer  of  ownership,  shipment,  or 
handling  of  the  sheep  or  goats,  such  as 
yarding  receipts,  sale  tickets,  invoices, 
and  waybills. 

(1)  If  official  individual  animal  iden- 
tification is  refiuired.  the  records  must 
include  the  number  oi  sheep  andor 
goats;  the  toeed  or  cross  if  known;  the 
name,  street  address,  including  city 
and  State,  or  the  township,  county,  and 
State,  and  the  telephone  number  if  the 
telephone  number  Is  available,  of  the 
owner  of  the  flock  of  orierin  and.  if  dif- 
ferent, the  person  from  whom  the  slieep 
or  goats  were  purchased  or  otherwise 
obtained;  and  a  copy  of  any  documents 
required  to  accompany  the  animal  in- 
cluding any  certificate,  owner  state- 
ment, letter,  or  permit;  and 

(i)  For  animals  not  In  slaughter 
channels  the  records  must  include  all 


serial  numbers  and  other  approved 

means  of  identification  appearing  on 
the  sheep  or  goat.  This  requirement 
may  usually  be  met  by  maintaining  a 
copy  of  the  certificate  that  accom- 
panied the  animals.  The  premises  num- 
ber may  be  recorded  instead  of  the  in- 
dividual numbers  in  the  case  of  ani- 
mals identified  with  premises  identi- 
fication if; 

(A)  The  premises  identification 
meets  the  requirements  of  paragraph 
(a)(2)(v)  of  this  section  for  individual 
animal  identification;  or 

(B)  The  animals  are  allowed  to  move 
interstate  with  only  premises  identi- 
fication in  accordance  with  }79.3. 

(ii)  For  animals  in  slaughter  chan- 
nels that  are  identified  with  individual 
animal  identification  traceable  to  the 
flock  of  origiii  or  that  are  identified  to 
the  flock  of  origin  with  ofHclal  prem- 
ises identification  that  meets  the  re- 
quirements for  individual  animal  iden- 
tification, no  additional  records  are  re- 
quired; 

(iii)  For  animals  in  slaughter  chan- 
nels that  are  identified  with  Individual 
animal  identification  traceable  to  a 
previous  flock  but  not  to  the  flock  of 
origin,  or  that  are  identified  with  offi- 
cial premises  Identification  that  meets 
the  requirements  for  individual  animal 
identification  that  is  traceable  to  a 
previous  flock  but  not  to  the  flock  of 
origin,  the  records  must  include  all  se- 
rial numbers  and  other  approved  means 
of  identification  appearing  on  the 
sheep  or  goat: 

(iv)  For  animals  that  are  not  re- 
quired to  be  identified  until  they  reach 
their  final  destination,  the  records 
must  include  the  final  destination. 

(2)  If  official  premises  identification 
is  required  or  allowed,  the  records 
must  include:  i 

(i)  The  premises  identification  num- 
bers) and  the  num>)e!'  of  animals  iden- 
tified with  each  premises  number; 

(ii)  Copies  of  any  reqnired  documents 
such  as  the  brand  inspection  certifi- 
cate, an  owner's  statement,  an  accred- 
ited veterinarian's  statement,  or  a 
health  certificate; 

fiii)  The  name,  street  address,  includ- 
ing- city  and  State,  or  the  township, 
county,  and  State,  and  the  telephone 
number  if  Che  telepihone  number  is 
available,  of  tbe  owner  of  the  flock  of 
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oricrin  and,  if  different,  the  person  from 
whom  the  sheep  or  goats  were  pur- 
chased or  otherwise  obtained. 

(3)  Each  person  required  to  keep 
records  under  this  parag-raph  must 
maintain  the  records  for  at  least  5 
years  after  the  person  has  sold  or  oth- 
erwise disposed  of  the  sheep  or  goat  to 
another  person,  and  for  such  further 
period  as  the  Administrator  may  re- 
quire by  written  notice  to  the  person, 
for  purposes  of  any  Investigation  or  ac- 
tion involving  the  sheep  or  goat  Identi- 
fied in  the  records.  The  person  must 
make  the  records  available  lor  inspec- 
tion and  copying  during  ordinary  busi- 
ness hours  (8  a.m.  to  6:30  p.m.,  Monday 
ttirough  Friday)  by  any  authorized  em- 
ployee of  the  United  States  Depart- 
ment of  Agriculture  or  the  State,  upon 
that  employee's  request  and  presen- 
tation of  his  or  her  official  credentials. 

(e)  No  person  may  remove  or  tamper 
with  any  means  of  identification  re- 
quired to  be  on  sheep  or  goats  pursuant 
to  this  section  while  the  animals  are  in 
interstate  commerce,  and.  at  the  time 
of  slaugiiter,  animal  identification 
must  be  maintained  throughout  post- 
mortem inspection  in  accordance  wltti 
regulations  of  the  Food  Safety  and  In- 
spection Service.  U.S.  Department  of 
Agriculture,  in  chapter  in  of  this  title. 

(f)  Requirements  for  approval  of  officiai 
premises  and  individual  identification 
tags.  (!)  Tlip  Administrator  may  ap- 
prove tag  companies  to  produce  official 
premises  and/or  Individual  Identifica- 
tion tags  for  use  on  sheep  or  goats. 
Tags  may  be  plastic  or  metal  and  must 
be  an  appropriate  size  for  use  in  sheep 
and  goats.  Tags  must  be  able  to  legibly 
accommodate  the  required  alpha- 
numeric sequences.  Tags  must  resist 
removal  and  be  difficult  to  place  on  an- 
other animal  once  removed,  but  need 
not  be  tamper-proof.  Tags  must  be 
readily  distinguishable  as  USDA  offi- 
cial sheep  and  goat  tags,  must  carry 
the  alphanumeric  sequences,  symbols, 
or  logos  specified  by  APHIS,  and  must 
have  a  means  of  discouraging  counter- 
feiting, such  use  of  a  unique 
cop]rwrlted  logo  or  trade  mark.  Tags 
for  use  only  on  animals  in  slaughter 
channels  must  be  marked  with  the 
words  "Meat"  or  ''For  Slaughter 
Only,"  or  else  must  be  used  in  conjuno- 


9  CFR  Ch.  I  (1-1-03  EdMen) 

tlon  with  an  ear  tattoo  of  the  word 
"Meat." 

(2)  Written  requests  for  approval  of 
ofhclal  premises  identification  tags  for 
sheep  and  goats  should  be  sent  to  the 
Animal  and  Plant  Health  Inspection 
Servloe,  Veterinary  Servloea,  National 
Animal  Health  Programs  Staff,  Atten- 
tion: National  Scrapie  Program  Coordi- 
nator, 4700  River  Road  Unit  43,  River- 
dale.  MD  20737-1286.  The  request  must 
Include: 

fi)  Data  supporting  the  durability  of 
the  tag  and  durability  and  legibility  of 
the  identification  numbers  and  high  re- 
tention rates  of  the  tags  In  animals, 
preferably  sheep  and/or  goats.  Pref- 
erence will  be  given  to  tags  with  high 
legibility  and  retention  rates  In  sheep 
and  goats  that  minimise  Injury  to  the 
ear. 

(ii)  A  signed  statement  agreeing  to: 

(A)  Send  official  eartags  only  to  a 
State  or  APHIS  representative,  to  a 
flock  owner  at  the  address  to  which  the 
premises  number  or  tag  sequence  was 
assigned  by  a  State  or  APHIS  rep- 
resentative, or  as  directed  by  APHIS; 

(B)  Provide  a  monthly  report  by 
State  of  all  tags  produced,  including 
the  tag  sequences  produced  and  the 
person's  and  address  to  which  the  tags 
were  shipped:  and 

(C)  When  required  by  APHIS,  enter 
the  sequences  of  tags  shipped  into  the 
National  Scrapie  Database  throni^  a 
web  paee  interface  OT  Other  means 
specified  by  APHIS. 

(Ill)  Twenty-five  sample  tags.  Addi- 
tional tags  must  be  submitted  If  re- 
quested V)y  APHIS. 

(3>  Approval  to  produce  official  prem- 
ises and/or  Individual  Identification 
tags  will  be  valid  for  1  year  and  must 
be  renewed  annually.  The  Adminis- 
trator may  also  grant  approval  to 
produce  te^  for  i>eriods  of  less  than  1 
year  in  cases  where  all  of  the  sulmils- 
sions  refiuired  by  this  section  have  not 
been  received  or  evaluated  but  there  is 
substantial  evidence  that  the  tags 
meet  the  requirements  of  this  section. 
The  Administrator  may  decline  to 
renew  a  company's  approval  if  the  tags 
do  not  show  adequate  retention  and  du- 
rability in  field  use  or  if  any  of  the  re- 
quirements of  this  section  are  not  met 
by  the  tag  company.  If  a  company's 
tags  do  not  show  adequate  retention 
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and  durability  in  field  use  or  if  any  of 

the  requirements  of  this  section  are 
not  met  by  the  tag  company,  the  ap- 
proval may  be  withdrawn  with  60  days 
written  notice.  Any  person  who  is  ap- 
proved to  produce  official  premises  or 
individual  identification  tags  in  ac- 
cordance with  this  section  and  who 
knowingly  inroduces  tags  that  are  not 
in  compliance  with  the  requirements  of 
this  section,  and  any  person  who  is  not 
approved  to  produce  such  tags  but  does 
so,  shall  be  subject  to  such  civil  pwi- 
alties  and  such  criminal  liabilities  as 
are  provided  by  18  U.S.C.  1001,  21  U.S.C. 
122  and  134e,  or  other  applicable  Fed- 
eral statutes.  Such  action  may  be  in 
addition  to,  or  in  lieu  of,  withdrawal  of 
approval  to  produce  tags. 

(g)  New  types  of  identification.  Written 
requests  for  approval  of  sheep  or  goat 
Identlfloation  devioes  and  markings 


not  listed  in  paragraph  (a)(2)  of  this 
section  should  be  sent  to  the  Animal 
and  Plant  Health  Inspection  .Service, 
Veterinary  Services,  National  Animal 
Health  Programs  Staff,  4700  River  Road 
Unit  43,  Riverdale,  MD  20737-1235.  If  the 
Administrator  determines  that  the  de- 
vices and  markings  will  provide  a 
means  of  tracing  sheep  and  goats  in 
interstate  oommeroe,  a  proposal  will  be 
published  in  the  Federal  Register  to 
add  the  devicses  and  markings  to  the 
list  of  approyed  means  of  sheep  and 
goat  identification. 

§  79.3   General  restrictioiia. 

The  followingr  prohibitions  and  move- 
ment conditions  apply  to  the  interstate 
movement  of  sheep  and  goats,  and  no 
sheep  or  goat  may  move  Interstate  ex- 
cept in  complianoe  with  them. 


Interstate  Movement  General  Restrictions  for  Sheep  and  Qoats 

NolK  A  CONSISTENT  STATE  Is  one  whose  intrastate  identWcation,  reporting,  and  movement  restrictions  for  MmM  and  souics 

flocks  and  high-risk  animals  are  consistent  with  ttte  APHIS  standards  for  State  scrapie  programs. 


Type  ol  mterslala  movement 


Moved  from  INCONSISTENT  state 


Moved  from  CONSISTENT 


M  Sale  or  other  movement  of  breeding 
animals,  show  animals  or  any  ott>er 
animal  not  specifically  addressed  n  this 
chart.  General  Condition;  No  animal 
ntay  t>e  removed  fram  llMighter  chan- 
nata  in  inlafaiailB  oonviNioa  if  it  was 
sold  at  a  slaughivronly  BuoHofi,  k 
identified  with  a  tag  or  ear  tattoo 
marked  "meat"  or  slaughter  only, "  or 
was  sokj  with  a  bill  of  sale  marked  for 
alaugMar  on^^and  othy  animals  may 
iMiiovwil  woin  siBugMar  chwvwla  in 

InlMStale  commerce  only  if  they  are 
IdantKied  to  their  fk)cl<  of  birth.— 

(1)  High-risk,  scrapie-posttive,  or  sus- 
pect  animals,  or  animate  from  a 
nonoomplianl  flock. 

(2)  f\k)n-high-risk  anima's  from  an  in- 
fected or  source  Hock  that  are  not 


Prohibited.''  except  as  allowed  m  an  ap- 
proved scrapie  control  pilot  project 
flock  plan  and  must  nr>eet  ttts  raquin* 
ments  for  eiqxwed  animals. 
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Interstate  Movement  General  Restrictions  for  Sheep  and  Goats— Continued 

1^  A  CONSISTENT  STATE  i>  on>  wtwte  inliMirt*  MwlMlMl^ 

mens  of  HI  iHyMwc  araimw  wv  oonpsnni  wm  ww  w^ki  wunumm  nr  omv 


Type  of  interstate  movement 

(3)  SexuaJly  intact  exposed  animals 
llMl  am  not  scrapie-posHive.  sus- 
|MGl,  or  Ngh-risk  animals  and  are 
not  animals  from  an  infected  or 

MIMtflOOk. 


(4)(0  Sexually  intact  sheep  except  as  aJ- 
lln(aK7>. 
I)  8amM%  ktm*  goals,  aNosfH  tor 
Itnw  lisit  goals. 


(S)  SawMjy  Innct  low -risk  goats 


(6)  Castrated  animals  lhat  are  not 
scrapioiXMitive  or  suspoct  animals. 

\ff  uwrflSK  oonwnsriiW  snMp   


Moved  from  INCONSISTENT  state 

Rock  must  be  enrolled  in  the  Complete 
MonHorad  category  of  tm  Soapia 
Flock  CsdHicatkm  Program  or  aquiva- 
lent  APHIS  rscognized  prognmi.  hava 

official  IrKlividuai  animal  ilpnti^icatton, 
and  a  permit.^  For  any  female  ex- 
posed sheep  the  results  of  an  offtoial 
gono^fpa  test  must  Im  indudad  on  or 
anacnaa  id  me  peiiiM  ano  imiai  oe 
QR  or  RR  at  codon  171  For  any  fe- 
male animal  movirvg  for  exhlbrtion,  tt>e 
permit  must  include  a  statement  by 
both  the  owner  and  ItM  accradtied  vet- 


lambed  or  aborted  within  30  days  of 
being  exhibited  and  is  not  due  to  lamb 
within  30  days  of  being  exhibited  and 
that  there  is  no  visible  vaginal  dis- 
charge.  For  any  animal  bom  altar  1- 
1-2002.  tha  oaiMcalB  mual  taduda 
Iha  flock  of  birth  and  Ilia  flodk  of  arf* 
0n.» 


Ftock  must  be  enrolled  In  Iha  Comptala 
Monitored  category  of  the  Scrapie 
Flock  Certification  Proq  an  or  H  jui.rV 
leitt  APHIS-recognized  program,  have 
ofBcisl  indMdual  animal  MtntHoalion, 
I  oartMicala.  For  any  animal  bom 
1-1-2002.  the  oaiflflcala  must  In- 
clude the  ftock  of  biith  and  tie  Heck  of 
origin,  if  different. 
Official  irKfividual  animal  identification 
and  a  oartMicata.  For  any  animal  bom 
aNor  1-1-aooe.  flia  OMttnla  mual  in- 
clude the  fkKk  of  bMh  and  «w  flock  of 

origin,  if  different 

Official  individual  anhnal  MsnWcialton 
and  a  certifteala. 

Official  individual  ammal  identification 
and  a  certificate,  and  the  flock  must 
be  enrolled  in  tfie  Complete  Monitored 
category  of  the  Scrapie  Flock  Certiti- 
catkm  Program  or  an  aqiilMalant 
APHIS^aoogniaad  progiam.  For  ai^ 
animal  iMm  after  1-1-2002.  tia 
cate  must  include  tfie  flock  of  birth 
the  flock  of  origin,  if  different. 


Moved  from  CONSISTENT  state 

Official  individual  animal  klantificatkm 
and  a  psnnIL'  1^  any  fSMit  aH> 

posed  sheep  ttw  rasuNs  of  an  ofRdal 

genotype  test  must  be  Indudad  on  or 
attached  to  the  permit  and  must  be 
QR  or  RR  at  codon  171.  For  any  fe- 
mate  animal  moving  for  exhibition,  tfie 
permit  must  kiduda  a  slalsaiani  by 
uuoi  ine  owner  ana  an  aocfaoaao  wi* 
erinarian  tf^at  the  .nnimal  has  not 
lambed  or  aborted  within  30  days  of 
being  exhibited  and  is  not  due  to  lamb 
tMlthIn  30  days  of  being  exhibiad  and 
■Ml  vNiv  m  nD  wsKsa  vagsvi  Oi^ 
charge.  For  any  aninnal  bom  after  1- 
1-2002.  tha  pennil  must  indude  the 
fiocK  Of  bir«i  and  flw  flock  of  or|0h,  ■ 
dittorertL 


IndMdual  animal  Idontifteatkxi 
and  a  certificate.  For  any  animal  bom 

a'ter  --1-2002,  the  certificate  must  in- 
clude the  fkx:k  of  birth  and  ttw  ftock  ot 
ofiplni  If 


Official  individual  animal  identification 
and  a  oartificato.  For  any  animal  bom 
allor  1-l-200e,  Iha  eartletft  niMtin- 
elude  the  ftock  of  birth  and  flia  took  of 

origin,  if  different 
None,  except  for  exposed  animals  that 
must  have  official  indivkJual  anknat 


(i)  Official  premises  Idenltfication  tliat  is 
a  permanent  brand  or  eeu  notch  pat- 


tern registaiad  wRh  an 

registry; 

(ii)  A  brand  I 

(iii)  An  owner  staMminl  tfsiad  wflhto  30 
days  stating  ttiat  lite  anknals  wwra 

born  in  the  flock  that  the  flocfc  does 
not  contain  any  animal  exhibiting  signs 
of  scrapie,  that  to  the  best  of  his  or 
her  knowledge  the  ftock  has  no  risk 
(bcIms  for  or  axpoaura  to  sorapiai  and 
that  the  fkx*  has  never  contained  (A) 
Any  animal  diagnosed  as  tiavmg 
scrapie,  (B)  any  female  blackfaced 
sheep;  or  (C)  any  tomato  biackfacad 
cross  sheep  fliat  waia  not  bom  In  flw 
Itodcand 
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iNmtSTAiE  Movement  General  REsmicnoNS  for  Sheep  and  Goats— Cominuod 

Noli:  A  OONSISIENT  STATE  li  OM  whOM  Intraatale  idanMeotion,  RXMrting.  and  movement  restridions  for  inlected  and  •oum 
Hocks  and  H^h-&k  ankmli  are  oonsisient  wMh  the  APHIS  standards  for  State  scrapie  programs. 


Type  of  interstate  movement 


Moved  from  INCONSISTENT  stale 


Moved  from  CONSISTENT  state 


(8)  Commarcial  kpu-tiak  goato. 


<|t>)  Sale  or  other  movement  diraclly  to 
slaughter,  through  slaughter  channels 
to  slaughter,  'o  feedlofs  for  later 
movement  to  slaughter  of  animals  that 
are  under  18  months  of  age  as  evi> 
danced  by  eniplion  of  Um  eaoond  Ind- 
BOr,  noi  (jfeynanii  am  fww  nor  luiiuau 
or  kidded.  General  Condition:  No  ani- 
mal may  be  removed  trom  slaughter 
channels  in  Interstate  slaughter  chan- 
nels In  interstate  commerce  if  it  was 
sold  at  a  slauglMaronly  audfon.  Is 
identified  with  a  tag  or  aar  tattoo 
marked  "meat"  or  "staugtfler  onty,"  or 
was  sold  with  a  bill  of  sale  marked  for 
slaughter  only,  and  other  anirrtals  may 
t>e  removed  from  SlMighter  ctiannets  in 
Mentals  oomnMRW  only  »  thay  are 
MJ0IIUIIOU 10  nmr  ■dsk  ih  dwwi-^~ 

(1)  Scrapie  poeWvs  or  aiiaiMei  ani- 
mal. 

(2)  Sexually  bttsct  high-risk  animals 
and  aanialy  Mael  aiiimals  fiain  HI- 

lor 


(3)  Exposed  sexually  Intact  animals 
that  ai«  not  scrapie-posMMo,  aue- 

pect,  or  high-nsk  animals  and  that 
are  nox  animals  trom  an  infected  or 


(4)  Saxualy  intact  sheep  that  are  not 

scrapie -positive,  suspect,  high-risk, 

or  expMDsed  animais  and  are  not 
animals  from  an  infected  or  source 
flock. 

Stiaap  anialad  ki  (ha  aaiacllwa 

irwnMored  or  oomplelB  monHofsd 

category  of  the  SFCP  that  are  not 
scrapie-positive.  suspect  high-risk, 
or  exposed  animals. 
(6)  Castrated  animate  that  are  not 
scrapie-pooNMOi»  or  auapool  ani- 


Offtdal  individual  animal  identifk»tion 
and  a  certificate.  For  any  animal  bom 
after  1-1-2002,  the  certificate  must  in- 
clude the  ftock  of  birth  and  the  flock  of 
ongeit  a  oaiarani. 


Official  individual  animal  identifk»tk)n 
and  a  permft,  or  a  pamiil  and  an  irxtel- 
Ms  "8"  merit  on  the  left  jaw.  or  sealed 

conveyance  and  a  pemriit.  (Note:  these 
animals  may  only  be  permitted  to 
slaughter  or  to  terminal  feecSots.^') 

Offk:ial  individual  animal  idontiicatkin  for 
any  animal  itiat  is  not  moving  directly 
to  slaughter  or  to  a  terminal  feedlof  '. 
(Note:  pregnant  animals  and  animals 
with  a  visible  vaginal  discharge  may 
only  be  pemnitlad  to  eiaugMer  or  to 
isfinnai  lesaiiHS.). 

OfllcisI  piewlseo  klenttfKation  or  offKial 
IndMdual  animal  identification  for  any 
animal  that  is  not  moving  direct  to 
siaugiiler  or  to  a  termtrtal  feedk)t.' 


Nona 


(iv)  An  aociadllsd  vslsrinarian'a 
mant  issuad  wIMn  12  months  of  lha 

date  of  movement  ir>dicating  that.  I0 
ttie  best  of  his  or  her  knowledge,  the 
fkx;k  has  no  known  risk  factors  for  or 
,  ampasura  to  sctapte.  and  that  ha  or 
'  aha  has  trtspsdsd  Hio  flock  and  It 
does  not  contain:  (A)  Any  animal  ex- 
Nbitir>g  signs  of  scrapie;  (B)  any  fe- 
male blackfaced  sheep  or  (C)  any  fe- 
male t)iacktaced  cross  siveep  that 
twSKS  not  lx>m  in  the  flock.  The  stals* 
mants  must  include  the  owner's  name, 
address,  and  the  premises  idenflfica' 
'i::n  number  and  a  drawing  of  the  own- 
ers registered  t)rand  or  ear  notch  pat- 
tern. 


Offk»al  indlvkluai  animal  kientiftealion 
and  a  paanH,  or  •  permit  and  an  indsl- 
Ma  "9*  maric  on  the  left  |aw,  or  sealed 

conveyaryje  and  a  permi'  I'Note:  these 
animals  may  only  be  permitted  to 
slaughter  or  to  terminal  feedkrts.^) 
Official  individual  animal  IdanUficaHon  Idr 
any  animai  inai  is  nor  moving  oracr  fo 
slaughter  or  fo  a  terminal  fnedlot  '  ^ 
(Note:  Pregnant  animals  and  animals 
with  a  visible  vaginal  discfiarge  may 
onty  be  p«rmW*d  to  eiaugMer  or  to 
) 


Nona. 
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9  CFK  Ch.  I  (1-1-63  EdMon) 


Interstate  movement  general  Restrictions  for  Sheep  and  Goats— Continued 

NdK  A  consistent  STATE  is  on*  whose  intrastate  idsntiftcatton,  fspo<ttng.  and  movsment  restrictions  for  intsctsd  and  source 


Type  of  tntefMale  movement 


(7)  Sexually  intact  goats  that  are  not 
scrapie-positive,  suspect,  higti-nsk, 
Of  exposed  aitimals  and  are  not 
MkiMb  hull  M  kitodid  or  eouioe 
flock. 

(c)  Sale  or  other  movement  directly  to 
filaijghtff,  through  sL-iuuhter  channels 
to  slaughter,  or  to  feedlots  lor  later 
iiwveiiiMa  ID  MRiyiier  oi 
AM  ovof  18  imnttis  of  i  _ 
danced  by  enipHon  of  the  second  frwi* 
sor.  Of  that  are  pregnant  or  that  have 
lambed  or  kjdded.  General  Ck>ndition: 
No  animal  may  be  removed  from 
aIniQlilor  dunnais  In  Inlaiilala  omd- 
mevce  If  li  was  soM  at  a  riauofiloi-ortty 
auction  is  identified  with  a  tag  or  ear 
tattoo  marked  "meat"  or  "slaughter 
only,"  or  was  sold  with  a  biM  of  sale 
marked  lor  alaugMer  only,  and  other 
anaiwe  may  ne  lemowea  mini  ewign* 
ter  channels  In  Interatato  commaron 
only  if  Itiey  are  identified  to  ttwir  flock 
of  birth.— 
(1)  Scnple  poeWwe  or  suapect  ani- 


(2)  Sexually  mtac*  high-rl*  mbnals 
and  sexually  intact  anhnals  from 
an  infected  or  source  flock  that  are 
not  NrasM  poaMivo,  or 


(3)  Sexually  intact  exposed  animals 
that  are  not  scrapte-positive.  sus- 
pect, or  high-risk  anknals  and  are 

or 


(4)  Shmp  over  18  monlhs  of  age 
Ihil  are  not  scraple-positfve,  sus- 
pect, sexually  intact  high-risk,  or 
sexually  intact  exposed  animals 
and  ttiat  are  not  sexually  intact  ani- 
mals from  an  infected  or  source 


(Si  Low-rlik  oommeiciel  sheeo 


Moved  from  INCONSISTENT  state 


None 


Official  individual  ani 
artd  a  permit,  or  a  permit  and  an  irtdel- 
ible  "S"  mark  on  the  left  jaw.  or  sealed 
conveyance  and  a  penniL  (Note:  Iheee 

slaughter  or  to  terminal  feedlots  ' 
Official  individual  animal  identification 
and  a  pern-jt  or  a  permit  and  an  indel- 
ible "S"  mark  on  the  left  jaw,  or 
conveyance  and  a  pemiil  whai 
kig  directly  to  slaughter.  (Note:  preg- 
nant animals  and  animals  with  a  visl- 
bUe  vaginal  discharge  may  only  be  per- 
mitted to  slaughter  or  to  terminal 
feedk>ts.\  * 
OWoU  ^^^^^ 


Moved  from  CONSISTENT 


Official  individual 
and  a  certificate^. 


None. 


Official  irvdivkjual  animal  identification 
and  a  permit,  or  a  permit  and  an  indel- 
itile  "S"  mark  on  tfw  left  jaw,  or  sealed 
oomeyanoo  and  a  pemiiL  (NolK 
Theee  animaii  may  only  tM  parmHid 

to  slaughter  or  to  terminal  feedlots.' 
Official  individual  animal  identificalton. 
(Note:  pregnant  animals  and  animals 
with  a  visible  vaginal  diacharge  may 
oni|f  ba  inovad  dhao^f  to  ttmfftKf  or 
tol8nnlnalloadtali.>.« 


OMoial  indhMual  animal  MonUksakm.* 


Q)  Official  premises  identifk:atk)n  that  is 
a  permanent  legible  brand  or  ear 
notch  pattem  registered  with  an  official 
brand  regialiy  or,  in  the  caae  of  ani- 
mah  moving  dkaefly  to  slaughtor,  m^ 
be  a  legible  paint  brand  regialwd 
with  an  offk:ial  brand  registry; 

(11)  A  brand  inspectkxi  certMkade; 

(iH)  An  oemar  alaiarnant  drted  wMhin  30 
days  of  ttw  movement  slalhiy  fltat  flia 
flock  does  not  contain  any  animal  ex- 
hibiting signs  of  scrapie,  and  that,  to 
the  best  of  his  or  her  knowledge,  the 
flock  has  no  risk  factors  for  or  expo- 
aim  to  aoiapla  and  has  nawar  oon- 
takted:  (A)  Any  anknal 
ftaving  scrapie;  (B)  any 
blackfaced  sheep;  or  (C)  any  lemele 
blacktacad  cross  sheep  that  waa  not 
boin  in  flw  Hook! 
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§79.3 


Interstate  Movbuent  General  Restrictions  for  Sheep  and  GoATS-^Condnued 


Nola:  ACONSISTENrSTATE  is  omwInM 

■oeteand  high-risk  wriiraiK  ai»  oonstotont  wHh  itw  Ai 


waortlHtt.  and  mmmmt  restrictions  for  li 
^PHIS  swndanto  for  State  scrapie  programs, 


Typt  of  kitentaie  movement 


(6)  Goats  that  are  not  scrapie-posi- 
tive,  suspect,  sexuaiiy  intact  high- 
iW(,  or  aonioly  intact  oxpoaod  ani- 
mals arvd  that  are  not  sexually  in- 
tact animals  from  an  infected  or 
source  flock 
(d)  Movement  o(  animais  tor  grazing  or 


change  of  ownership  — 

(1)  Scrapie-positive,  suspect,  or  sex- 
ually intact  high-risk  ammals 

(2)  Non-high-risk  animals  from  an  in- 
tactad  or  aounsa  flodL 


(3)  Sexuaiiy  intact  exposed  animals 
that  are  not  scrapie-posdive  sus- 
pect, or  high-risk  animals  and  that 
are  not  animals  from  an  infected  or 
sowoenocK. 

(4)  Sexually  intact  sheep  or  sexually 
ir>tact  goats  that  have  been  com- 
mingled with  sheep  and  that  are 
not  aaapta  positive,  suspect  high- 
riak,  or  axpoaed  animals  and  are 
fKM  animals  from  an  infected  or 
source  flocK 

(5)  Sexually  intact  goats  that  have 
rtot  been  commingled  writh  sheep 
and  ttuU  are  not  scrapie-poeilive, 
suapect,  tiigh-ffsii,  or  aMpoaad  ani- 
mals and  are  not  animals  from  an 
infected  or  source  flock. 

(6)  Castrated  animals  that  are  not 
sciapie-poellive  or  suspect  animala 
•no  are  not  an  awniw  mm  an  wr 
feded  or  aouioe  ftock. 


Moved  from  INCONSISTENT  state 


Prohbtted^ 


Prohibiled ' 


Official  individual  animal  identification 
and  a  permit  '  For  any  female  ex- 
posed sheep  the  results  of  an  official 
genotype  test  ntust  be  included  on  or 
aHached  to  Die  permit  and  must  be 
OR  or  RR  at  codon  1 71 . 
Official  premises  identification  and  a  cer- 


Moved  from  CONSISTENT  state 


<lv)  An  aocrediled  veterinarian's  state* 
ifiant  Issued  wlMn  12  months  of  the 

date  of  movement  indicating  that  to 
tfie  best  of  his  or  her  knowledge  the 
fkxd<  has  no  known  nsk  factors  tor  or 
exposure  to  scrapie,  and  that  he  or 
aha  liaa  Inwuff'lati  the  flack  and  ■ 
does  not  contain;  (A)  Any  animal  ex- 
hit>iting  signs  of  scrapie;  (B)  any  fe- 
male tjiackfaced  sheep:  or  (C)  any  fe- 
male blackfaced  cross  sheep  that  was 
not  bom  In  the  ftock.  Tlie  statements 
must  include  the  omm%  raana.  ad- 
draaa,  and  llw  pranitoaa  idanWItsaflon 
number  and  a  drawing  of  tt>e  owner's 
registered  brand  or  ear  noteh  pattern.'* 


Prohibtted.f 

Prohibited,'  except  as  altowed  in  an  ap- 
proved scrapie  control  plot  praiaGt 
flock  ptan  and  mml  niaat  Sw  iac|utai> 
rrwrRs  IDT  enpoaeo  aiiHiiaai. 

Offk;ial  individual  animal  identificalion 
and  a  permit. ^  For  any  female  ex- 
posed sheep  the  results  of  an  ofTicial 
genotype  test  must  be  inckided  on  or 
■itaclMd  to  llw  pannR  and  imnt  ba 
QRorRRatoodonin. 

Nonau 


None. 


1  Aiihnaia  protlfcMad  movement  may  b«  moved  inteislale  only  if  they  are  moving  interstate  for  destructkxi  or  reaeaich  as  ap- 
proved by  the  Adminietrator. 

>A  copy  of  the  pemiit  must  be  sent  k>  tlia  Slata  vatorinaitan  and  the  AVIC  of  tlw  racaiying  Stale  ortor  to  movement  of  anknala. 
*Ho  aapoaad  or  high-risk  animal  from  any  Stata  or  any  animal  from  an  taconilatont  Stata  aM  ba  rnnovad  fRm  ataughtar 
channels  once  it  has  entered  interatato  oonmiarou 
'•Official  indivklual  animal  ManMBeallon  or  oMclal  premises  Mentificatkm  la  not  required  tor  thoaa  atauOMar  antoiala  M  the  ani- 
i  a  ggoup  on  the  aama  piamlBBa  on  wtMch  they  aiwa  bom  or  uaad  for  bwading  pmpoaaa  and  aaa  not  oonwtta- 

,  aasaaaiiy  aiRNignoui  ma  laaaaigi  rmrnaung,  i 


||tod  imM) 


at  any  Hma^  I 


I  and  staiiQhtor  piooaas. 
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9  cm  Ch.  I  (1-1-03  GdMon) 


179.4  Designation  of  scrapie-positive 
«nim«l«,  hii^-risk  animals,  ezpoaed 
— snspeet  animaia,  ezpoaed 

flocks,  infected  flocks,  noncompli- 
ant  flocks,  and  source  flocks;  notice 
to  omun* 

(a)  DesigtMtion.  A  designated  scrapie 
epidemiologist  will  designate  an  ani- 
mal to  be  a  scrapie-positive  animal, 
high-risk  animal,  exposed  animal,  or 
suspect  animal  after  determining  tliat 
the  animal  meets  the  criteria  of  the 
relevant  definition  in  §79.1. 

(1)  A  State  or  APHIS  veterinarian 
win  destgnate  an  animal  to  be  a  sus- 
pect animal  after  determinin_r  that  the 
animal  meets  the  criteria  of  the  rel- 
evant definition  in  §79.1. 

(2)  A  designated  scrapie  epidemiolo- 
gist will  designate  a  flock  to  be  a 
source,  infected,  or  exposed  flock  after 
reviewing  sale,  movement,  and  breed- 
ing records  that  indicate  the  flock 
meets  the  criteria  of  the  relevant  defi- 
nition in  §79.1. 

(i)  A  designated  scrapie  epidemiolo- 
gist may  conduct  testing  of  animals  if 
he  or  she  determines  such  testing  is 
needed  to  properly  desig^nate  a  flock  tO 
be  a  source,  infected,  or  exposed  flock. 
The  designated  scrapie  epidemiologist 
will  select  animals  for  testing  in  a 
manner  that  will  piovide  a  95  percent 
confidence  of  detecting  scrapie  at  a 
prevalence  of  1  percent  or,  when  flock 
records  are  adequate  and  all  exposed 
animals  that  lambed  in  the  flock  are 
available  for  testing,  may  limit  the 
testing  to  all  exposed  and  suspect  ani- 
mals. Flocks  meeting  the  definition  of 
Infected  or  source  flocks  that  are  des- 
ignated as  exposed  flocks  must  com- 
plete a  post  exposure  monitoring  and 
management  plan.  Testing  may  include 
live-animal  testing-  usinp  a  live-animal 
official  test,  an  official  genotype  test, 
the  culling  and  postmortem  examlna^ 
tlon  and  testing  of  genetically  suscep- 
tible animals  in  the  flock  that  cannot 
be  evaluated  by  a  live  animal  test,  and 
postmortem  examination  and  testingr 
of  animals  found  dead  or  cull  animals 
at  slaughter. 

(ii)  If  an  owner  does  not  make  his  or 
her  animals  available  for  testing  with- 
in 60  days  of  notification  or  as  mutu- 
ally agreed  or  fails  to  submit  required 
postmortem  samples,  the  flock  will  be 
designated  a  source.  Infected,  or  ex- 


posed flock,  whichever  definition  ap- 
plies. Any  flock  that  is  pending  des- 
ignation must  comply  with  the  move- 
ment restrictions  for  infected  flocks. 

(3)  A  designated  scrapie  epidemiolo- 
gist will  designate  a  flock  to  be  a  non- 
compliant  flock  after  determining  that 
the  flock  meets  the  definition  of  a  Bonr 
compliant  fln(  k  in  §79.1. 

(b)  Redesignation.  (1)  A  designated 
scrapie  epidemiologist  may  reclassify 
an  animal  designated  a  high-risk  ani- 
mal as  an  exposed  animal  after  receiv- 
ing negative  results  from  an  official 
test  or  in  accordance  with  an  approved 
Scrapie  Control  Pilot  Project. 

(2)  A  State  or  APHIS  veterinarian 
may  remove  the  suspect  animal  des- 
ignation from  an  animal  that  had  clin- 
ical signs  of  scrapie  and  that  did  not 
test  positive  for  scrapie  or  for  the  pro- 
teinase resistant  protein  associated 
with  scrapie  upon  determination  that 
it  is  alive  and  no  longer  exhibits  such 
signs,  or  that  the  Signs  are  not  cauaed 
by  scrapie. 

(3)  A  designated  scrapie  epidemiolo- 
gist may  remove  the  suspect  animal 
designation  from  an  animal  that  has 
tested  positive  for  scrapie  or  for  the 
proteinase  resistant  protein  associated 
with  scrapie  on  an  unofficial  test  based 
on  knowledge  of  the  test  used  or  based 
on  an  epidemiologic  investigation 
which  may  include  additional  testing 
of  the  suspect  animal  and  or  animals 
that  have  been  commingled  with  the 
suspect  animal. 

(4)  A  designated  scrapie  epidemiolo- 
gist may  remove  Uie  suspect  animal 
designation  from  an  animal  that  tested 
positive  on  a  live-animal  screening  test 
based  on  an  epidemiologic  investiga- 
tion which  indodes  additional  official 
testing  of  the  suspect  animal  and  when 
appropriate,  animals  that  have  been 
commingled  with  the  suspect  animal. 

(5)  A  designated  scrapie  epidemiolo- 
gist may  remove  the  exposed  flock  des- 
ignation after  completing  an  epidemio- 
logic investigatitm  or  upon  completion 
of  a  post-exposure  management  and 
monitoring  plan.  As  part  of  the  epi- 
demiologic investigation  the  des- 
ignated scrapie  epidemiologist  may 
conduct  tesl^ig  of  animals  if  he  or  she 
determines  such  testing  is  needed  to 
properly  redesignate  the  flock.  The 
designated  scrapie  epidemiologist  will 
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select  animals  for  testing  in  a  maimer 

that  will  provide  a  96  percent  con- 
fidence of  detecting  scrapie  at  a  preva- 
lence of  1  percent  or.  when  flock 
records  are  adequate  and  all  exposed 
animals  that  lambed  in  the  flock  are 
available  for  testing:,  may  limit  the 
testing  to  all  exposed  and  suspect  ani- 
mals. Testing  may  include  live -animal 
testing  usingr  a  llve-aninml  official 
test,  an  official  grenotype  test,  the  cull- 
ing and  postmortem  examination  and 
testing  of  genetically  susceptible  ani- 
mals in  the  flock  that  cannot  be  evaln- 
ated  by  a  live  animal  test,  and  post- 
mortem examination  and  testing  of 
animals  found  dead  or  cull  animals  at 
slaughter.  A  designated  scrapie  epi- 
demiologrist  shall  redesignate  an  ex- 
posed flock  as  a  noncompliant  flock  if 
the  owner  fails  to  make  his  animals 
available  for  testing  within  00  dasrs  of 
notlflcation  or  as  mutually  a^eed  or 
falls  to  submit  required  postmortem 
samples. 

(0)  Based  on  an  epidemiologic  inves- 
tigation and  testing,  a  designated 
scrapie  epidemiologist  may  redesignate 
an  infected  flock  or  source  flock  as  an 
exposed  flock.  The  designated  scrapie 
epidemiologist  may  only  use  this  op- 
tion when  the  epidemiolot^ric  investiefa- 
tion  reveals  that  the  scrapie  exposure 
was  minor  or  could  not  be  confirmed 
due  to  inadequate  records.  The  des- 
ignated scrapie  epidemiologist  will  se- 
lect animals  for  testing  in  a  manner 
that  will  provide  a  96  percent  con- 
fidence of  detecting  scrapie  at  a  preva- 
lence of  1  percent  or,  when  flock 
records  are  adequate  and  all  exposed 
animals  that  lambed  in  the  flock  are 
avaUable  for  testing,  may  limit  the 
testing  to  all  exposed  and  suspect  ani- 
mals. Testing  may  include  live-animal 
testing  using  a  live-animal  official 
test,  an  official  genotsrpe  test,  the  cull- 
ing and  postmortem  examination  and 
testing  of  genetically  susceptible  ani- 
mals in  the  flock  that  cannot  be  evalu- 
ated by  a  live  animal  test,  and  post- 
mortem examination  and  testing  of 
animals  found  dead  or  cull  animals  at 
slaughter.  Infected  or  source  flocks 
that  are  redesignated  as  exposed  flocks 
must  complete  a  post  exposure  moni- 
toring and  management  plan.  If  an 
owner  does  not  make  his  or  her  ani- 
mals available  for  testing  within  00 


days  of  notlflcation  or  as  mutually 
agreed  or  CaUs  to  submit  required  post- 

mortem  samples,  the  flock  designation 
will  remain  unchanged. 

(7)  A  designated  scrapie  epidemiolo- 
gist may  reinove  the  noncompliant 
flock  designation  after  reviewing  any 
required  testing  of  the  flock  and  deter- 
mininsr  that  the  flock  has  complied 
with  the  required  testing  or  no  longer 
meets  the  definition  of  a  noncompliant 
flock. 

(8)  A  desi^mated  scrapie  epidemiolo- 
gist may  redesignate  an  exposed  ani- 
mal, exposed  flock,  or  infected  flock  by 
removing  that  designation  after  com- 
pleting an  epidemiologic  investigation 
and  determining  that  the  exposure  was 
limited  to  a  scrapie-positive  male  ani- 
mal that  was  not  bora  in  the  flock  (the 
owner  must  have  adequate  records  and 
animal  identification  to  show  that  the 
scrapie-positive  male  animal  was  pur- 
chased). ' 

(c)  Notice  to  owner.  As  soon  as  pos- 
sible after  making  such  a  determina- 
tion, a  State  or  APHIS  representative 
will  attempt  to  notify  the  owner(s)  of 
the  flock(s)  in  writing  that  their  flock 
contained  or  contains  a  scrapie-posi- 
tive animal,  a  suspect  animal,  a  high- 
risk  animal  or  an  exposed  animal,  or 
that  the  liock  is  an  miected,  source, 
eiqwsed,  or  nohcompllant  flock  or  that 
the  flock  is  pending  designation  as  an 
infected,  source,  exposed,  or  non- 
compliant  flock.  The  notice  will  in- 
clude: 

(1)  A  description  of  the  interstate 

movement  restrictions  and  identificar 
tion  requirements; 

(2)  Reporting  requirements; 

(3)  Sample  stibmisaion  requirements 

for  suspect  and  high-risk  animals  con- 
tained in  this  part: 

(4)  Options  for  controlling  the  spread 
of  scrapie  from,  and  eradicating  scrapie 
In,  an  infected  flock  or  source  flock  or 
to  reduce  the  risk  nf  the  occurrence  of 
scrapie  in  a  flock  that  contains  a  high- 
risk  or  an  exposed  animal;  and 

(5)  In  the  case  of  flocks  that  are 
pending  designation  the  notlflcation 
shall  include  the  testing  options  avail- 
able to  them  and  the  designation  their 
flock  will  receive  if  they  decline  to 
test. 
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§  79.5  iBBnamw  of  eertificates. 

(a)  Certificates  are  required  as  speci- 
fied by  §79.3  for  certain  interstate 
movements  of  ajiimals.  A  certificate 
mast  thow  the  official  ear  tug  number. 
Individual  animal  reprislered  breed  as- 
sociation registration  tattoo,  indi- 
vidual animal  registered  breed  associa- 
tdon  recristration  brand,  indlvldnal  ani- 
mal registered  breed  association  reg- 
istration number,  and  any  other  offi- 
cial individual  identification  of  each 
animal  to  be  moved;  provided  that.  In 
tho  case  of  animals  Identified  with 
premises  identification  that  is  as- 
signed to  the  flock  of  origin  and  that 
meets  the  requirements  for  Individual 
animal  identification,  the  premise's 
!iuml)er  may  he  recorded  instead  of  the 
individual  identification  numbers.  A 
certificate  must  also  show  the  number 
of  animals  covered  by  the  certificate: 
the  purpose  for  which  the  animals  are 
to  be  moved;  the  points  of  origin  and 
destination;  the  consiemor,  and  the 
consignee.  Certificates  must  indicate 
the  flock  of  birth  tot'  any  breeding 
sheep  born  after  January  1,  2002,  that 
are  covered  by  the  certificate.  The  cer- 
tificate must  include  a  statement  by 
the  issuing  accredited  or  St  at  e  or  Fed- 
eral veterinarian  that  the  animals  were 
not  exhibiting  clinical  stgns  associated 
with  scrapie  at  the  time  of  examina- 
tion and  an  owner  statement  indi- 
cating whether  the  animal  is  or  is  not 
a  scrapie-posltlve.  suspect,  high-risk  or 
exposed  animal  and  whether  it  origi- 
nated in  an  infected,  source,  exposed, 
or  noncompliant  flock.  Except  as  pro- 
vided in  paragraphs  (b)  and  (c)  of  this 
section,  all  of  the  information  required 
by  this  paragraph  must  be  typed  or 
written  on  the  certificate.  Note  that  in 
accordance  with  f  79.3(a),  (b),  and  (c), 
scrapie-positive,  suspect,  and  hig-h-risk 
animals,  some  exposed  animals,  and 
animals  that  originated  in  an  infected 
or  source  flock  require  permits  rather 
than  certificates. 


*  Ownership  brands  may  be  used  on  certifi- 
cates for  sheep  and  Roats  moved  interstate 
when  piemi.-ie.^  identification  is  required 
under  this  part,  provided  the  ownership 
brands  are  legrible  and  are  reeristered  with 
the  official  brand  recordinMT  atfency  and  the 
animals  are  accompanied  by  a  brand  Inspec- 
tion certificate. 


(b)  Animal  identification  documents  at- 
tached to  certificates.  As  an  alternative 
to  typing  or  writing  individual  animal 
identlfloation  on  a  certificate,  another 
document  may  be  used  to  provide  this 
information,  but  only  under  the  fol- 
lowing conditions: 

(1)  The  document  must  be  a  State 
form  or  APHIS  form  that  requires  indi- 
vidual identification  of  animals; 

(2)  A  legible  copy  of  the  document 
must  be  stapled  to  the  original  and 
each  copy  of  the  certificate: 

(3)  Each  copy  of  the  document  must 
identify  each  animal  to  be  moved  with 
the  certificate,  but  any  information 
pertainintr  to  other  animals,  and  any 
unused  space  on  the  document  for  re- 
cording animal  identification,  must  be 
crossed  out  In  Ink;  and 

(4)  The  followin<^  information  must 
be  typed  or  written  in  ink  in  the  iden- 
tification column  on  the  original  and 
each  copy  of  the  certificate  and  must 
be  circled  or  boxed,  also  in  ink.  so  that 
no  additional  information  can  be 
added: 

(i)  The  name  of  the  document;  and 

(ii)  Either  the  serial  number  on  the 
document  or,  if  the  document  is  not 
imprinted  with  a  serial  number,  both 
the  name  of  the  person  who  prepared 
the  document  and  the  date  the  docu- 
ment was  signed. 

(c)  Ownership  brands  documents  at- 
tached to  certificates.  As  an  alternative 
to  typing  or  writing  ownership  brands 
on  a  certificate,  an  official  brand  in- 
spection certificate  may  be  used  to 
provide  this  information,  but  only 
und»^i-  the  followine:  conditions: 

(1)  A  legible  copy  of  the  official  brand 
Inspection  certificate  must  be  stapled 
to  the  original  and  each  copy  of  the 
certificate: 

( 2)  Each  copy  of  the  official  brand  in- 
spection certificate  must  show  the 
ownership  brand  of  each  animal  to  be 
moved  with  the  certificate,  but  any 
other  ownership  brands,  and  any  un- 
used space  for  recording  ownership 
brands,  must  be  crossed  out  in  Ink;  and 

(3)  The  followin'-r  information  must 
be  typed  or  written  in  ink  in  the  offi- 
cial identification  column  on  the  origi- 
nal and  each  copy  of  the  certificate  and 
must  be  circled  or  boxed,  also  in  ink.  so 
that  no  additional  information  can  be 
added: 
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(i)  The  name  of  the  attached  doon- 

ment:  and 

(ii)  Either  the  serial  number  on  the 
official  brand  inspection  certificate  or, 
if  the  official  hrand  inspection  certifi- 
cate Is  not  imprinted  with  a  serial 
number,  both  the  name  of  the  person 
who  prepared  the  official  brand  inspec- 
tion certificate  and  the  date  it  was 
slflrned. 

§79.6   Standards  for  States  to  qualify 
as  CoBsiateiit  States. 

(a)  In  reviewing  a  State  for  Oon- 
latent  State  status,  the  Administrator 

will  evaluate  the  State  statutes,  reg-u- 
lations,  and  directives  pertaining  to 
animal  health  activities;  reports  and 
pablications  of  the  State  animal  health 
agency;  and  a  written  stat«nent  from 
the  State  animal  health  ag-ency  de- 
scribing State  scrapie  control  activi- 
ties and  certifying  that  these  activities 
meet  the  requirements  of  this  section. 
In  determining-  whether  a  State  is  a 
Consistent  State,  the  Administrator 
will  determine  whether  the  State: 

(1)  Has  the  authority,  based  on  State 
law  or  regulation,  to  restrict  the  move- 
ment of  all  scrapie-infected  and  sonroe 
flocks. 

(2)  Has  the  authority,  based  on  State 
law  or  re^olation,  to  require  the  re- 
porting of  any  animal  suspected  of  hav- 
ing scrapie  and  test  results  for  any  ani- 
mals tested  for  scrapie  to  State  or  Fed- 
eral animal  health  authorities. 

(8)  Has,  in  cooperation  with  APHIS 
personnel,  drafted  and  signed  a  memo- 
randum of  understanding  between 
APHIS  and  the  State  that  delineates 
the  respective  roles  of  each  in  the  Na- 
tional  Scrapie  Program  implementa- 
tion. 

(4)  Has  placed  all  known  scrapie-in- 
fected  and  source  flocks  under  move- 
ment restrictions,  with  movement  of 
animals  only  to  slaughter,  to  feedlots 
under  permit  and  movement  restric- 
tions that  ensure  later  movement  to 
slaughter,  for  destruction*  or  for  re- 
search. Scrapie-posltive  and  suspect 
animals  may  be  moved  only  for  trans- 
port to  an  approved  research  facility  or 
for  imrposes  of  destruction. 

(5)  Has  effectively  implemented  poli- 
cies to: 


(i)  Investigate  all  animals  reported 
as  scrapie  suspect  animals  within  7 
days  of  notification; 

(ii)  Designate  a  flock's  status,  within 
15  days  of  notification  that  the  flock 
contains  a  scrapie-positive  animal, 
based  on  an  investigation  by  State  or 
Federal  animal  health  authorities  and 
In  accordance  with  this  part; 

(iii)  Restrict  the  movement,  in  ac- 
cordance with  paragraph  (a)(4)  of  this 
section,  of  newly  designated  scrapie-in- 
fected and  source  flocks  within  7  days 
after  they  are  designated  in  accordance 
with  §79.4; 

(iv)  Relieve  Infected  and  source  flock 
movement  restrictions  only  after  com- 
pletion  of  a  flock  plan  created  in  ac- 
cordance with  §54.14  of  this  chapter  or 
a  flock  plan  created  in  accordance  with 
an  approved  scrapie  control  pUot 
project,  or  as  permitted  by  the  condi- 
tions of  such  a  flock  plan,  and  after 
agreement  by  the  owner  to  comply 
with  a  5-year  post-exposure  manage- 
ment and  monitoring  plan; 

(V)  Conduct  an  epidemiologic  inves- 
tigation of  source  and  infected  flocks 
that  includes  the  designation  of  high- 
risk  and  exposed  animals  and  that 
identifies  animals  to  be  traced: 

(vl)  Conduct  tracebacks  of  scrapie- 
positive  animals  and  traceouts  of  high- 
risk  and  exposed  animals  and  report 
any  out-of-State  traces  to  the  appro- 
priate State  within  45  days  of  receipt  of 
notification  of  a  scrapie-positive  ani- 
mal; and 

(vii)  Conduct  tracebacks  based  on 
slaughter  sampling  within  15  days  of 
receipt  of  notification  of  a  scrapie-posi- 
tive animal  at  slaughter. 

(6)  Effectively  monitors  and  enforces 
quarantines. 

(7)  ESifectively  enforces  State  report- 
ing laws  and  regulations  for  scrapie. 

(8)  Has  designated  at  least  one 
APHIS  or  State  animal  health  official 
to  coordinate  ticrapie  program  activi- 
ties in  the  State  and  to  serve  as  the 
designated  scrapie  epidemiologist  in 
the  State. 

(9)  Has  educated  those  engaged  in  the 
interstate  movement  of  sheep  and 
goats  regarding  the  identification  and 
recordkeeping  requirements  of  this 
part. 

(10)  Has  provided  APHIS  with  a  plan 
and  timelijie  for  comjAying  with  the 
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following  additional  requirements, 
whicli  must  be  met  within  2  years  of 
deBignatlon  of  the  State  as  a  Con- 
sittent  State 

(1)  Requires,  based  on  State  law  or 
regulation,  and  effectively  enforces  of- 
ficial identification  upon  change  of 
ownership  of  all  animals  of  any  age  not 
in  slaughter  channels  and  any  sheep 
ovor  18  months  of  age  as  evidenced  by 
eruption  of  the  second  incisor  such 
that  the  animal  may  be  traced  to  its 
flock  of  Urth;  provided  that: 

(A)  A  State  may  exempt  commercial 
goats  in  intrastate  commerce  that 
have  not  been  in  contact  with  sheep 
from  this  identification  requirement  if 
there  has  been  in  that  State  no  case  of 
scrapie  in  a  commercial  eroat  In  the 
past  10  years  that  originated  in  that 
State  and  cannot  be  attributed  to  expo- 
sure to  infected  sheep,  and  there  are  no 
exposed  commercial  goat  herds  in  that 
State;  and 

(B)  A  State  may  exempt  commercial 
whltefsced  sheep  or  commercial  hair 
sheep  nnder  18  months  of  age  in  intra^ 
state  commerce  from  this  identifica- 
tion requirement  if  there  has  been  in 
that  State  no  case  of  scrapie  in  the  ex- 
empted class  that  originated  firom  that 
State,  and  there  are  no  exposed  com- 
mercial whitefaced  or  hair  sheep  flocks 
in  that  State  that  have  been  exposed 
by  a  female  animal. 

<0)  States  that  exempt  these  types  of 
commercial  animals  must  put  in  place 
the  regulations  necessary  to  require 
identification  of  these  animals  within 
90  days  of  these  conditions  no  longer 
existing. 

(ii)  Maintains  in  the  National 
Scrapie  Database  administered  by 
APHIS,  or  in  a  State  database  ap- 
proved by  tiie  Administrator  as  com- 
patibie  with  the  National  Scrapie 
Database,  the  State's: 

(A>  Premises  information  and  as- 
signed premises  numbers  and  indi- 
vidual identification  number  sequences 
assigned  for  use  as  premises  identifica- 
tion; 


*ThlB  provlsloii  would  apply  until  January 

1.  2003.  Any  State  desiisrnated  as  a  Consistent 
State  after  that  date  would  have  to  meet  all 
requirements  prior  to  designation. 
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(B)  Individual  animal  information  on 
all  scrapie-positive,  suspect,  high-risk, 
and  exposed  animals  in  the  State; 

(0)  Individual  animal  information  on 
all  out-of-state  animals  to  be  traced; 
and 

(D)  Accurate  flock  status  data. 

(iii)  Requires  official  individual  iden- 
tification of  any  live  scrapie-positive, 
suspect,  or  high-risk  animal  of  any  age 
and  of  any  sexually  Intact  exposed  ani- 
mal of  more  than  1  year  of  age  or  any 
sexually  intact  exposed  animal  of  less 
than  1  year  of  age  upon  change  of  own- 
ership (except  for  exposed  animals 
moving  in  Slaughter  channels  at  less 
than  1  year  of  age),  whether  or  not  the 
animal  resides  in  a  source  or  infected 
flock. 

(tv)  Effectively  enforces  movement 

restrictions  on  all  scrapie-positive.  sus- 
pect, and  high-risk  animals  throughout 
their  lives  unless  they  are  moved  in  ac- 
cordance with  §79.3. 

(V)  Rpquires  that  tissues  from  all 
scrapie-positive  or  suspect  animals  and 
female  high-risk  animals  that  have 
lambed  (when  they  have  died  or  have 
been  destroyed)  be  submitted  to  a  lab- 
oratory authorized  by  the  Adminia- 
trator  to  conduct  scrapie  tests  and  re- 
quires complete  destruction  ot  the  car- 
casses of  scrapie-positive  and  snqpect 
animals. 

(vi)  Prohibits  any  animal  from  being 

removed  from  slaughter  channels  un- 
less it  is  identified  to  the  flock  of 
birth,  Is  not  from  an  Inconsistent 
State,  and  is  not  soraple-expoeed  or 
from  an  infected  or  source  flock. 

(b)  If  the  Administrator  determines 
that  statutory  changes  are  needed  to 
faring  a  State  into  tall  compliance,  the 
Administrator  may  grant  up  to  a  2- 
year  extension  to  allow  a  State  to  ac- 
quire additional  authorities  before  re- 
moving a  State's  Consistent  Status. 
The  decision  to  grant  an  extension  will 
be  based  on  the  State's  ability  to  pre- 
vent the  movement  of  scraple-lnfected 
animals  out  of  the  State  and  on  the 
progress  being  made  in  making  the 
needed  statutory  changes. 

§711.7  Waiver    of    requirements  te 
scrapie  control  pilot  prelects. 

(a)  The  Administrator  may  waive  the 
following  requirements  of  this  part  for 
participants  in  a  scrapie  control  pilot 
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project  by  recoi^ling  the  requirements 
waived  in  the  scrapie  control  pilot 

project  plan: 

(1)  The  determination  that  an  animal 
is  a  high-risk  animal,  if  the  scrapie 

control  pilot  project  plan  contains 
testing  or  other  procedures  that  indi- 
cate that  an  animal,  despite  meeting 
the  definition  of  high-risk  animal,  Is 
unlikely  to  spread  scrapie:  and 

(2)  The  requirement  that  high-risk 
animals  must  be  removed  irom  a  flock, 
if  the  scrapie  control  pilot  protect  plan 
contains  alternative  procedures  to  pre- 
vent the  further  spread  of  scrapie  with- 
out removing  high-risk  animals  from 
the  flock. 

(b)  [Reeerved] 

PART  80— JOMNE'S  DISEASE  IN 
DOMESTIC  ANIMALS 

Sec. 

80.1  Deflnitinns. 

80.2  General  restrictions. 

80.3  Movement  of  domestic  animals  that  are 
positive  to  an  olZlotal  Jobne's  disease 

test. 

80.4  Segregation  of  animals  positive  to  an 
oiII<dal  Jobne's  disease  test  during  inter- 
state  movement. 

AUTHORrrv:  21  U.S.C.  111-113.  114a-l.  115. 
117.  120.  121.  and  125;  7  CFR  2.22,  2.80,  and 
871.4. 

Soubcb:  66  FR  18878,  Apr.  10,  2000.  unless 
otherwise  noted. 

§80.1  Definitioiis. 

The  following  definitions  apply  to 
this  part: 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
aot  for  tlie  Administrator. 

APHIS.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture. 

APHIS  repretentattve.  An  Indlvldnal 
employed  hy  APHIS  who  is  authorised 
to  perform  the  function  involved. 

Approved  livestock  facility.  A  stock- 
srard,  livestock  market,  baying*  station, 
concentration  point,  or  any  other 
premises  that  has  been  approved  under 
§71.20  of  this  chapter. 

Area  veterirtartan  in  charge.  An  APHIS 
veterinarian  authorized  b^  the  Admin- 
istrator to  supenrise  and  manage  the 


animal  health  work  of  APHIS  in  a 
specified  area  of  the  United  States. 

Interstate.  From  one  State  into  or 
through  any  other  State. 

Johne*8  disease.  An  infections  and 
communicable  disease  that  primarily 
affects  cattle,  sheep,  goats,  and  other 
domestic,  exotic,  and  wild  ruminants, 
also  known  as  paratubercnlosis,  caused 
by  Mycobacterium  paratuberculosis. 

Moved.  Shipped,  transported,  deliv- 
ered, or  received  for  movement,  or  oth- 
erwise aided,  ^iduoed,  or  caused  to  be 
moved. 

Official  eartag.  An  identification 
eartag  approved  by  APHIS  as  being 
tamper-resistant  and  providing  unique 
identification  for  each  animal.  An  offi- 
cial eartaer  may  conform  to  the  alpha- 
numeric National  Uniform  Eartagging 
System,  or  it  knay  hear  a  valid  prem> 
Ises  identification  number  that  is  used 
in  conjunction  with  the  producer's  live- 
stock production  numbering  system  to 
provide  a  uniciue  identification  num- 
ber. 

Official  Johne^s  disease  test.  An  orga- 
nism detection  test  approved  by  the 
Administrator  and  conducted  in  a  lab- 
oratory approved  hy  the  Adminis- 
trator. ^ 

Owner-shipper  statement.  A  statement 
signed  by  the  owner  or  shipper  of  ani- 
mals, which  states:  The  number  of  ani- 
mals to  be  moved,  the  official  eartag: 
number  of  each  animal,  the  species  of 
the  animals,  points  of  origin  and  des- 
tination, the  consignor  and  consignee, 
a  statement  that  the  animals  are  posi- 
tive to  an  official  Johne's  disease  test, 
and  any  additional  information  re- 
quired by  this  part. 

Premises  identification  number.  A 
unique  number  assigned  by  the  State 
animal  health  official  to  a  livestock 


^A  list  of  correiitly  approved  Ishoratorles 

fUtid  the  requirements  for  obtalnlrif^  approval 
are  available  from  the  Dia^fnostic  Bacteri- 
ologry  Laboratory,  National  Veterinary  Serv- 
ices Laboratories.  P.O.  Box  844.  Ames.  Iowa 
50010.  the  Administrator  will  approve  labora- 
tories to  conduct  an  ufficial  Johne's  disease 
test  only  after  determining  that  the  labora- 
tory meets  the  check  test  proficiency  re- 
Qoireinents  prescribed  by  the  National  Vet- 
erinary Services  Laboratories.  Approval  will 
continue  as  long  as  such  check  test  pro- 
ficiency reqalrements  are  met  on  an  annual 
basis. 
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production  unit  that  is,  in  the  judg- 
ment of  the  State  animal  health  offi- 
cial or  area  veterinarian  in  charge, 
epidemlolosrically  distinct  from  other 
livestock  production  units.  A  premises 
identification  number  shall  consist  of 
the  State's  two-letter  postal  abbrevia- 
tion followed  by  the  premises'  assigned 
number.  A  premises  identification 
number  may  be  used  in  conjunction 
with  a  producer's  own  livestock  pro- 
duction numbering  system  to  provide  a 
unique  identification  number  for  an 
animal. 

Recognized  slaughtering  establishment. 

A  slaughtering  establishment  ^  oper- 
ating under  the  Federal  Meat  Inspec- 
tion Act  (21  U.S.C.  601  et  aeq.)  or  a  State 
inspected  slaughtering  establishment. 

State.  Any  of  the  50  States,  the  Com- 
monwealth of  Puerto  Rico,  the  Com- 
monwealth of  Liie  Northern  Mariana  Is- 
lands, the  District  of  Columbia,  and 
any  territories  and  possessions  Of  the 
United  States. 

State  animal  health  official.  The  State 
official  responsible  for  livestock  and 
poultry  disease  control  and  eradication 
programs. 

State  representative.  An  individual  em- 
ployed in  animal  health  work  by  a 
State  or  political  subdivision  of  a 
State,  and  who  is  authorized  by  the 
State  or  political  subdivision  to  per- 
form tasks  required  by  this  part. 

{80.2  General  restrictions. 

Domestic  animals  that  are  positive 
to  an  official  Johne's  disease  test  may 
not  be  moved  interstate  except  In  com- 
pliance with  this  part. 

{80.8  Movement  of  domestic  animals 
that  are  positive  to  an  official 
Johne^s  disease  test. 

(a)  Movement  of  domestic  animais  for 

slaughter.  Domestic  animals  that  are 
positive  to  an  official  .Job no's  disease 
test  may  be  moved  interstate  for 
slaughter  1ft 

(1)  The  animals  are  moved  directly  to 
a  recognised  slaughtering  establish- 


*A  list  of  reooflmlsed  alaasrhteriiig  estab- 
lishments in  any  State  may  be  obtained  from 
an  APHIS  representative,  the  State  animal 
health  official,  or  a  State  representative. 


9  CFR  Ch.  I  (1-1-03  EdMoiO 

ment  or  to  an  approved  livestock  facil- 
ity for  sale  to  a  recognized  slaugh- 
tering establishment; 

(2)  An  owner-shipper  statement  that 
identifies  the  animals  as  i>ositive  to  an 
official  Johne's  disease  test  accom- 
panies the  animals  during  the  move- 
ment and  is  delivered  to  the  consignee; 

(8)  Each  animal  bears  an  official 
eartag;  and 

(4)  The  animals  are  moved  to  the  des- 
tination in  one  continuous  movement 
without  unloading. 

(b)  Other  movements.  The  Adndnla- 
trator  may,  upon  request  in  specific 
cases,  allow  domestic  animals  that  are 
positive  to  an  official  Johne's  disease 
test  to  be  moved  interstate  other  than 
as  provided  in  paragraph  (a)  of  this  sec- 
tion.  under  such  conditions  as  the  Ad- 
ministrator may  prescribe  in  each  case 
to  prevent  the  spread  of  Johne's  dis- 
ease. The  Administrator  will  pfoaiptly 
notify  the  State  animal  health  officials 
of  the  States  involved  of  any  snoli  ac- 
tion. 

(c)  Cleaning  and  disinfecting.  Each 
means  of  conveyance  used  to  transport 
the  animals  must  be  cleaned  and  dis- 
infected in  accordance  with  §71.6  of 
this  chapter.  The  facilities  in  which 
the  animals  were  maintained  must  be 
cleaned  and  disinfected  in  aooordanoe 
with  {71*7  of  this  chapter. 

§80.4  Segregation  of  airimals  pesHive 

to  an  official  Johne's  disease  tesl 
diu-ing  interstate  movement. 

Animals  that  are  positive  to  an  offi- 
cial Johne's  disease  test  may  not  be 
moved  interstate  in  a  railroad  oar» 
boat,  truck,  or  other  vehicle  con- 
taining healthy  animals  susceptible  to 
Johne's  disease  unless  all  of  the  ani- 
mals are  for  immediate  slaughter,  or 
unless  the  positive  animals  are  kept 
separate  from  the  other  animals  by  a 
partition  that  is  securely  affixed  to  the 
sides  of  the  vehicle  and  prevents  the 
transfer  of  fecal  matter  from  the  ani- 
mals positive  to  an  official  Johne's  dis- 
ease test  to  the  healthy  animals  in  the 
vehicle. 
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PART  82-EXOTIC  NEWCASTLE  DIS- 
EASE (END)  AND  CHLAMYDIOSIS; 
POULTRY  DISEASE  CAUSED  BY 
SALMONELLA  ENTERITIDIS 
SEROTYPE  ENTERITIDIS 

Subpart  A— Exotic  Newcastte  Disease 
OEND) 

Sec. 

82.1  Definitions. 

82.2  Criteria  for  determiningr  birds  or  poul- 
try to  be  infected  with,  exposed  to,  or 
free  from  END. 

82.3  Quarantined  areas. 

82.4  General  provisions. 

82.6  Interstate  movement  of  live  birds  and 
llvo  poultry  from  a  quarantined  area. 

82.6  Intei^tate  movement  of  dead  birds  and 
dead  ponltry  from  a  qnarantined  area. 

82.7  Interstate  movement  of  manure  and  lit- 
ter from  a  quarantined  area. 

82.8  Interstate  movement  of  ^gs,  other 
than  liatcbinff  eggs,  from  a  quarantined 
area. 

82.9  teterstate  movement  of  hatchlng^  eggs 

from  a  quarantined  area. 

82.10  Interstate  movement  of  vehicles, 
cages,  coops,  containers,  troughs,  and 
other  equipment  from  a  quarantined 
area. 

82.11  Issuance  of  permits. 

82.12  other  interstate  movements  and  spe- 
cial permits. 

82.13  Denial  and  withdrawal  of  permits  and 
special  permits. 

82.14  Removal  of  quarantine. 

82.15  Replacement  bird.s  and  poultry. 

Subpart  B— Chlamydiofis  m  Poultry 

82.19  Definitions. 

82.20  General  restrictions. 

82.21  Vehicles,  cages,  coops,  containers, 
trouehs,  and  other  equipment  used  for 
infected  poultry. 

82.22  Gleaning  and  disinfecting  premises. 

82.23  Issuance  of  permits. 

82.24  Other  interstate  movements  and  spe- 
cial permits. 

82.25  Denial  and  withdrawal  of  permits  and 
special  permits. 

Subpart  C— PouKiy  Disease  Caused  by 
Solmonetta  ErMllcli  Sefotype  Entertlidlt 

82.30  Definitions 

82.31  Applicability. 

82.82  Identification  of  study  flocks,  test 

poultry  houses,  test  flocks,  infected  poul- 
try houses,  and  infected  flocks. 
82.88  Interstate  movement  or  export  of  arti- 
cles from  test  poultry  houses,  test  flocks, 
infected  poultry  houses,  and  infected 
flocks. 
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82.34  Interstate  movement  of  hatching  eggB 

and  newly-hatched  chicks. 

82.35  Issuance  of  permits. 

82.36  Denial  and  withdrawal  of  permits. 

82.37  Cleaning,  washing,  and  disinfection  of 

depopulated  infected  poultry  hou.^np. 

82.38  Monitoring  other  poultiy  houses  on 
premises  containing  infected  poultry 
houses:  monitoring-  poultry  houses  re- 
leased from  infected  poultry  house  sta- 
tus. 

authority:  7  U.S.C.  8304-8306,  8908,  8818. 
and  8315:  7  CFB  2.22, 2.80,  and  371.4.  / 

Source:  61  FJl  56883.  Nov.  6,  1906.  unless 

otherwise  noted. 

Subpart  A— bcoHc  Newcatito 
DbMM  (END) 

§82.1  Definitions. 

As  used  in  connection  with  this  sub- 
I»art,  the  foUowingr  terms  shall  have 

the  meaning  set  forth  in  this  section. 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  individual  author^ 
ized  to  act  for  the  Administrator. 

Anirnal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture. 

Bird.  Any  member  of  the  class  avea 
other  than  poultry. 

Dressed  carcasses.  Carcasses  of  birds 
or  poultry  that  have  been  eviscerated, 
with  heads  and  feet  removed. 

END.  Any  velog^enlc  Newcastle  dis- 
ease. END  is  an  acute,  rapidly  spread- 
ing, and  usually  fatal  viral  disease  of 
birds  and  poultry. 

Exposed.  At  ri.sk  of  developing  END 
because  of  association  with  birds  or 
poultry  infected  with  END,  excrement 
from  birds  or  poultry  infected  with 
END.  or  other  material  touched  by 
birds  or  poultry  infected  with  END,  or 
because  there  is  reason  to  believe  that 

association  ha.'^  occurif  d  with  END  or 
vectors  of  END,  as  determined  by  ei- 
ther a  Federal  veterinarian  or  a  State 
veterinarian. 

Federal  representative.  An  Individual 
employed  and  authorized  by  the  Fed- 
eral government  to  perform  the  tasks 
required  by  this  subpart. 

Federal  veterinarian.  A  veterinarian 
employed  and  authorized  by  the  Fed- 
eral government  to  perform  the  tasks 
required  by  thi^  subpart. 
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HaWiitng  eggs.  Eggs  in  which  birds  or 
poultry  are  allowed  to  develop. 

Infected.  Affected  by  the  virus  or  bac- 
terium that  causes  the  specified  dis- 
ease. 

Interstate.  From  one  State  into  or 
through  any  other  State. 

Known  to  he  exposed.  Determined  by 
either  a  Federal  veterinarian  or  a 
State  veterinarian  to  be  at  risk  of  de- 
veloping because  of  association 
with  birds  or  poultry  infected  with 
END,  ez(»'ement  from  birds  or  poultry 
Infected  with  END.  or  other  material 
touched  by  bird.s  or  poultry  infected 
with  END,  or  because  there  is  reason  to 
believe  that  association  has  occurred 
with  EjND  or  vectors  of  END.  as  deter- 
mined by  either  a  Federal  veterinarian 
or  a  State  veterinarian. 

Known  to  be  infected.  Determined  by 
either  a  Federal  veterinarian  or  a 
State  veterinarian  to  be  affected  by  the 
virus  or  bacterium  that  causes  the 
specified  disease. 

Litter.  Material  that  is  used  to  collect 
and  absorb  bodily  wastes  from  birds  or 
poultry. 

Moved.  Shipped,  transported  or  other- 
wise moved,  or  delivered  or  received  for 

movement,  by  any  person. 

Official  seal.  A  serially  numbered 
metal  or  plastic  strip,  consisting  of  a 
self-locking  device  on  one  end  and  a 
slot  on  the  other  end.  that  forms  a  loop 
when  the  ends  are  engaged  and  that 
cannot  be  reused  if  opened,  or  a  serl- 
ally  numbered.  selMoc king  button  that 
can  be  used  for  this  purpose. 

Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  joint  stook  company,  or 
other  legal  entity. 

Pet  bird.  Any  bird  that  is  kept  for 
personal  pleasure  and  Is  not  for  sale. 

Poultry.  Chickens,  doves,  ducks, 
geese,  grouse,  ^-uinea  fowl,  partridges, 
pea  fowl,  pheasants,  pigeons,  quail, 
swans,  and  turkesrs. 

Recognized  slaughtering  establishment. 
Any  slaughtering^  facility  operating 
under  the  Federal  Meat  Inspection  Act 
(21  U.S.C.  601  et  seg.),  the  Poultry  Prod- 
ucts Inspection  Act  (21  U.S.C.  451  et 
seq.),  or  State  meat  or  poultry  inspec- 
tion acts. 

Render.  Reduce,  convert,  or  melt 

down  by  heating  to  a  temperature  of  at 
least  230  *'F  so  that  oil  is  removed. 


State.  Each  of  the  States  of  the 

United  States,  the  District  of  Colum- 
bia, Puerto  Rico,  the  Northern  Mariana 
Islands,  Guam,  the  Virgin  Islands  of 
the  Ualted  States,  or  any  other  terri- 
tory or  possession  of  the  United  States. 

State  animal  health  official.  The  State 
official  responsible  for  livestock-  and 
poultry-disease  control  and  eradication 
programs. 

state  representative.  An  individual  em- 
ployed in  animal  health  work  and  au- 
thorized by  a  State  or  political  subdivi- 
sion of  a  State  to  perform  the  tasks  re- 
quired by  this  subpart. 

State  vetcruianan.  A  veterinarian  em- 
ployed and  authorized  by  a  State  or  po- 

litioal  subdivision  of  a  State  to  per- 
form the  tasks  required  by  this  sub- 
part 

Veterinarian  in  charge.  A  Federal  vet- 
erinarian employed  by  the  Animal  and 
Plant  Ht  altli  Inspection  Service  and 
authorized  by  the  Administrator  to  su- 
pervise and  manage  the  animal  health 
work  of  the  Animal  and  Plant  Health 
Inspection  Service  in  a  speoified  area 
of  the  United  States. 

S  8S,S   Criteria  for  determining  birds  or 
poultry  to  be  infected  with*  lllpllHll 

to,  or  free  from  END. 

(a)  The  determination  that  birds  or 
poultry  are  infected  with  END  must  be 
made  by  either  a  Federal  veterinarian 
or  a  State  veterinarian.'  They  will  base 
that  determination  on  one  or  more  of 
the  following  fisctors:  clinical  evidence 
(signs,  post-mortem  lesions,  and  his- 
tory of  the  occurrence  of  KND);  diag- 
nostic tests;  ^  or  epidemiological  evi- 
dence (evaluation  of  clinical  evidence 


'The  location  of  Federal  veterinarians  and 
State  vetei'inarians  may  be  obtained  by  writ- 
ing to  Emergrency  Programs,  Veterinary 
Services.  Animal  and  Plant  Health  Inspec- 
tion Service,  4700  River  Road,  Unit  41,  Biver- 
dale.  MD  20737-1231.  or  by  referring  to  the 
local  telephone  book. 

copy  of  the  protocols  for  END  diag- 
nostic tests  may  be  obtained  by  writing  to 
Emergency  Progrrams,  Veterinary  Services, 
Animal  and  Plant  Health  Inspection  Service, 
4700  River  Road  Unit  41,  Rlverdale,  MD  20737- 
1231.  The  protocols  are  also  found  in  "Rec- 
ommended Uniform  Diagnostic  Procedures," 
published  by  the  Gommittee  of  the  American 
Association  of  Veterinary  Labmatray  Dlag- 
noBticians. 


310 


Digitized  by  Gopgle 


Animal  and  Plant  Health  Inspection  Service,  USDA 


§62.4 


and  the  d^ree  of  risk  posed  by  the  po- 
tential spread  of  END  based  on  popu- 
lation and  exposure  factors,  including 
evaluation  of  whether  the  birds  and 
poultry  have  had  the  opportunity  to  be 
in  contact  with  birds  or  poultry  in- 
fected with  END  or  with  excrement 
from  birds  or  poultry  infected  with 
END,  or  if  the  birds  and  poultry  have 
shared  feed  or  water  with  birds  or  poul- 
try infected  with  END). 

(b)  The  determination  that  birds  or 
poultry  are  exposed  to  EIND  must  be 
made  by  either  a  Federal  veterinarian 
or  a  State  veterinarian.  They  will  base 
that  determination  on  an  evaluation  of 
all  related  circumstances.  Including: 
the  proximity  of  the  birds  or  poultry  to 
birds  or  poultry  infected  with  END.  to 
excrement  from  birds  or  poultry  in- 
fected with  END.  and  to  other  material 
touched  by  birds  or  poultry  infected 
with  END;  the  number  of  birds  or  poul- 
try infected  with  END  to  which  the 
birds  or  poultry  were  exposed;  the  spe- 
cies involved;  the  virulence  of  the  END 
to  which  the  birds  or  poultry  were  ex- 
posed; and  the  length  of  time  the  birds 
or  poultry  were  in  contact  with  birds 
or  poultry  infected  with  END.  and  to 
material  touched  by  birds  or  poultry 
infected  with  END.  Birds  or  poultry  de- 
termined to  be  exposed  to  "END  will 
continue  to  be  treated  as  exposed  un- 
less they  are  subsequently  determined 
to  be  infected  with  END  or  until  eitiier 
a  Federal  veterinarian  or  a  State  vet- 
erinarlan  finds  them  to  be  free  of  END 
based  on  one  or  more  of  the  factors 
listed  in  paragraph  (a)  of  this  section. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0116) 

§82.3    Quarantined  areas. 

(a;  Any  area  where  birds  or  poultry 
Infected  with  END  are  located  will  be 

designated  as  a  quarantined  area.  A 
quarantined  area  is  any  geos:raphical 
area,  which  may  be  a  premises  or  all  or 
part  of  a  State,  deemed  by  epidemio- 
log:ical  evaluation  to  be  sufficient  to 
contain  all  birds  or  poultry  known  to 
be  infected  with  or  exposed  to  END. 
lices  than  an  entire  State  will  be  des- 
ignated as  a  quarantined  area  only  if 
the  State  enforces  restrictions  on 
intrastate  movements  fiom  the  quar- 
antined area  that  are  at  least  as  strin- 
gent as  this  subpart. 


(b)  Any  area  designated  as  a  quar- 
antined area  because  of  END  will  re- 
main designated  as  a  quarantined  area 
until  all  of  the  requirements  of  §82.14 
have  been  met. 

if)  The  following  areas  are  quar- 
antined because  of  END: 

California 

Los    Angeles,    lUverside,    and  San 

Bernardino  Counties.  All  of  Los  Angeles 
County.  That  portion  of  San 
Bernardino  County  south  of  State 
Highway  58  and  bounded  by  an  imagi- 
nary line  beginning  at  the  intersection 
of  the  Kern  County  line  and  State 
Highway  58;  then  southeast  along  State 
Highway  56  to  Biterstate  Highway  15; 
then  south  along  Interstate  Highway  16 
to  State  Hiyhway  247;  then  southeast 
along  State  Highway  247  to  State  High- 
way 62;  then  south  along  State  High- 
way 62  to  the  Riverside  County  line. 
That  portion  of  Riverside  County  south 
of  the  Riverside  County  line  and 
boimded  by  an  imaginary  line  begin- 
ning at  the  intersection  of  State  High- 
way 62  and  the  Riverside  County  line; 
then  south  along  State  Highway  62  to 
Interstate  Highway  10;  then  southeast 
along  Interstate  Highway  10  to  State 
Highway  ill  (Golf  Center  Parkway); 
then  south  along  State  Highway  111  to 
State  Highway  86;  then  southeast  along 
State  Highway  86  to  the  Imperial  Coun- 
ty line. 

[61  FR  56883.  Nov.  5.  1996,  as  amended  at  67 
FR  70675.  Nov.  26.  2002J 

iSHA  G«na«l  provistons. 

(a)  Prohibitions^  The  following  arti- 
cles may  not  be  moved  interstate  firom 

a  quarantined  area: 

(1)  Dead  birds  and  dead  poultry,  in- 
cluding any  parts  of  the  birds  or  poul- 
try.  that  are  infected  with  END.  or  are 
from  a  flock  of  birds  or  poultry  in- 
fected with  END; 

<2)  Litter  used  by  or  manure  gen- 
erated by  birds  or  poultry,  or  a  flock  of 
birds  or  poultry,  infected  with  END: 

(3)  Any  eggs  from  birds  or  poultry,  or 
a  flook  of  birds  or  poultry,  infected 
with  END: 

(4)  Hatching  eggs  from  flocks  of  birds 
or  poultry  exposed  to  END;  and 

(6)  Live  birds  or  live  poultry  from 
flocks  infected  with  or  exposed  to  END. 
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(b)  Restrictions.  The  following  articles 
may  be  moved  interstate  from  a  quar- 
antined area  only  in  aocordanoe  with 
this  subpart: 

(1)  Live  birds  or  live  poultry  not 
known  to  be  infected  with  or  exposed 
toBND; 

(2)  Dreesed  carcasses  of  birds  and 

poultry,  anfl  other  dead  birds  and  dead 
poultry,  including  any  parts  of  the 
birds  or  poultry,  that  are  not  known  to 
be  infected  with  END; 

(3)  Litter  used  by  or  manure  gen- 
erated by  birds  or  poultry  not  known 
to  be  inlecled  with  END; 

(4)  Egrgrs,  other  than  hatbhlngr  eggs, 
from  birds  or  poultry  from  flocks  not 
known  to  be  infected  with  END; 

(5)  Hatching  eggs  from  birds  or  poul- 
try not  known  to  be  infected  with  or 
exposed  to  END;  and 

(6)  Cages,  coops,  containers,  troughs, 
vehicles,  or  other  equipment  used  for 
birds,  poultry,  eggs,  manure,  or  litter. 

(c)  SxceptUnu.  This  subpart  does  not 
apply  to  the  interstate  movement  of 
birds,  poultry,  or  other  articles  from  a 
quarantined  area  if  the  interstate 
movement  is  made  by  the  United 
States  Department  of  Agriculture  for 
purposes  of  research  or  diagnosis. 

iMiA  Interstate  ■K»vement  nt  ttPS 
birds  and  live  ptmttiry  tnm  m  tpuut' 
antined  area. 

(a)  Pet  birds.  An  individual  may  move 
his  or  her  pet  birds  Interstate  from  a 

quarantined  area  if  the  birds  are  not 
known  to  be  infected  with  or  exposed 
to  END  and: 

(1)  The  Mrds  are  aocompanied  by  a 
permit  obtained  in  accordance  with 

§82.11; 

(2)  Epidemiological  evidence,  as  de- 
scribed in  §  82.2(a),  indicates  that  the 
birds  are  not  Infected  with  any  commu- 
nicable disease; 

(3)  The  birds  show  no  clinical  signs  of 
Sickness  (such  as  diarrhea,  nasal  dis- 
charge, ocular  discharge,  ruflled  feath- 
ers, or  lack  of  appetite)  during  the  90 
days  before  interstate  movement; 

(4)  The  birds  have  been  maintained 
apart  firom  other  birds  and  poultry  in 
the  quarantined  area  during:  the  00 
days  before  interstate  movement; 

(5)  The  birds  have  been  under  the 
ownership  and  control  of  the  Individual 


to  whom  the  permit  is  issued  for  the  90 
days  before  interstate  movement; 

(0)  The  MidB  are  moved  Interstate  by 
the  individual  to  whom  the  permit  Is 

issued; 

(7)  The  birds  are  caged  while  being 
moved  Interstate; 

f8)  The  individual  to  whom  the  per- 
mit is  issued  maintains  ownership  and 
control  of  the  birds  and  maintains 
them  apart  trom  other  birds  and  poul- 
try from  the  time  they  arrive  at  the 
place  to  which  the  individual  is  taking 
them  until  a  Federal  representative  or 
State  representative*  examinee  tlie 
birds  and  determines  that  the  birds 
show  no  clinical  signs  of  END.  The  ex- 
amination will  not  be  less  than  30  days 
after  the  interstate  movement; 

(9)  The  individual  to  whom  the  per- 
mit is  issued  allows  Federal  represent- 
atives and  State  representatives  to  ex- 
amine the  birds  at  any  time  until  they 
are  declared  free  of  END  by  either  a 
Federal  veterinarian  or  a  State  veteri- 
narian; 

(10)  Within  24  hours  of  a  bird's  dying 
or  showing  clinical  signs  of  sickness 
(such  as  diarrhea,  nasal  discharge,  ocu- 
lar discharge,  ruffled  feathers,  or  lack 
of  appetite),  the  individual  to  whom 
the  permit  is  issued  notifies  the  veteri- 
narian in  charge  or  the  State  animal 
health  official  <  in  the  State  to  which 
the  birds  are  moved;  and 

(11)  The  individual  to  whom  the  per- 
mit is  issued  submits  copies  of  the  per- 
mit so  that  a  copy  is  received  by  Uie 
State  animal  health  official  and  the 
veterinarian  in  charge  for  the  State  of 
destination  within  72  hours  of  the  ar- 
rival of  the  birds  at  the  destination 
listed  on  the  permit. 

(b)  Other  birds  and  poultry.  Except  as 
provided  for  pet  birds  in  paragraph  (a) 
of  this  section,  a  person  may  move  live 
birds  and  live  poultry  that  are  not 


^The  location  of  Federal  representatives 
and  State  representatives  may  be  obtained 
by  writing  to  Emergency  Programs,  Veteri- 
nary Services.  Animal  and  Plant  Health  In- 
spection Service.  4700  Rlver  Road  Unit  41, 
Riverdale.  MD  20737-1231. 

<The  location  of  the  veterinarian  in  cbarRe 
or  the  State  animal  health  official  may  be 
obtained  by  writing  to  Emergency  Programs, 
Veterinary  Servloes.  Animal  and  Plant 
Health  Inspection  Service.  4700  River  Road 
Unit  41.  Riverdale.  MD  203/737-1231.  or  by  re- 
fentag  to  the  looal  telenhone  book. 
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known  to  be  infected  with  or  exposed 
to  END  interstate  from  a  quarantined 
area  only  if: 

(1)  The  birds  and  poultry  are  accom- 
pBJiled  by  a  permit  obtained  In  accord- 
ance with  §82.11; 

(2)  The  birds  or  poultry  are  covered 
in  such  a  way  as  to  prevent  feathers 
and  other  debris  from  blowing  or  fall- 
ing off  the  means  of  conveyance; 

(3)  The  birds  or  poultry  are  moved  in 
a  means  of  conveyance  either  under  of- 
flolal  seal  or  are  accompanied  by  a 
Federal  representative; 

(i)  Except  for  emergencies,  the  birds 
or  poultry  are  not  unloaded  until  their 
arrival  at  the  destination  listed  on  the 
permit  required  by  paragraph  (b)(1)  of 
this  section; 

(5)  If  poultry,  the  poultry  are  moved 
interstate  to  a  recognized  slaughtering 
establishment^  and  are  slaughtered 
within  24  hours  of  arrival  at  the  recog- 
nized slaughtering  estabUdiment; 

(6)  If  birds  other  than  poultry,  the 
birds  are  moved  to  a  site  approved  by 
the  Administrator;  and 

(7)  The  permit  required  by  paragraph 
(b)(1)  of  this  section  is  presented  upon 
arrival  at  the  recognized  slaughtering 
establishment  or  approved  site  to  a 
State  representative  or  Federal  rep- 
resentative. Copies  of  the  jiermit  must 
also  be  submitted  so  that  a  copy  is  re- 
ceived by  the  State  animal  health  olli- 
dal  and  the  veterinarian  In  charge  for 
the  State  of  destination  within  72 
hours  of  arrival  at  the  recognized 
slaughtering  establishment. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0116; 

{82.6  Interstate  movement  of  dead 
birdt  and  dead  poultry  from  a  quar- 
antined  area. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section  for  dressed  carcasses, 
dead  birds  and  dead  poultry,  including 
any  parts  of  the  birds  and  poultry,  that 
are  not  known  to  be  infected  with  END 
may  be  moved  interstate  ftom  a  qttar^ 
antined  area  only  1ft 


'^A  list  of  recognized  slaughtering  estab- 
lishments in  any  State  may  be  obtained  from 
a  Fedeial  representative,  the  State  animal 
health  omcial.  or  a  State  representative. 


(1)  The  dead  birds  and  dead  poultry 
are  accompanied  by  a  permit  obtained 
in  accordance  with  §82.11; 

(2)  The  dead  birds  and  dead  poultry 
are  covered  in  such  a  way  as  to  prevent 
feathers  and  other  debris  from  blowing 
or  falling  off  the  means  of  conveyance; 

(3)  The  dead  birds  and  dead  poultry 
are  moved  in  a  means  of  conveyance  ei- 
ther under  official  seal  or  accompanied 
by  a  Federal  representative; 

(4)  The  dead  birds  and  dead  poultry 
are  not  imloaded  until  their  arrival  at 
the  destination  listed  on  the  permit  re- 
quired by  paragraph  (aXD  of  this  sec- 
tion; I 

(5)  The  dead  birds  and  dead  poultry 
are  moved,  without  stopping,  to  the 
destination  listed  on  the  permit  re- 
quired by  paragraph  (a)(1)  of  this  sec- 
tion, except  for  normal  traffic  condi- 
tions, such  aiEl  traffic  lights  and  stop 
signs; 

(6)  The  dead  birds  and  dead  poultry 
are  disposed  of,  within  24  hours  after 
being  loaded  for  interstate  movement, 
by  burial  or  composting  in  accordance 
with  the  procedures  set  forth  in 
§  82.14(c)(1)  and  (c)(2),  or  by  rendering, 
incineration,  or  ol^er  means  approved 
by  the  Administrator  as  being  ade- 
quate to  prevent  the  dissemination  of 
END;  and 

(7)  Copies  of  the  permit  accom- 
panying the  dead  birds  and  dead  poul- 
try interstate  are  submitted  so  that  a 
copy  is  received  by  the  State  animal 
health  official  and  the  veterinarian  In 
charge  for  the  State  of  destination 
within  72  hours  of  the  arrival  of  the 
dead  birds  and  dead  poultry  at  the  des- 
tination listed  on  the  permit  required 
by  paragraph  (aXD  of  this  section. 

(b)  Dressed  carcasses  from  birds  and 
poultry  that  are  not  known  to  be  in- 
fected with  END  may  be  moved  inter- 
state from  a  quarantined  area  only  if: 

(1)  The  dressed  carcasses  are  from 
birds  or  poultry  that  were  slaughtered 
in  a  recognized  slaughtering  establish- 
ment;* 

(2)  The  dressed  carcasses  are  accom- 
panied by  a  permit  obtained  in  accord- 
ance with  §82.11; 

(3)  The  dress)Bd  carcasses  are  moved 
in  a  means  of  Conveyance  either  under 


"See  footnote  5  to  S82.5. 
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official  seal  or  accompanied  by  a  Fed- 
eral representative: 

(4)  The  dressed  carcasses  are  not  un- 
loaded until  their  arrival  at  the  des- 
tination listed  on  the  permit  requlx^ 
by  paragraph  (b)(2)  of  this  section; 

(5)  The  dressed  carcasses  are  moved, 
without  stopping,  to  the  deetinatioii 
Hated  on  the  permit  required  by  para- 
graph (b)(2)  of  this  section,  except  for 
normal  traffic  conditions,  such  as  traf- 
flo  lights  and  stop  signs;  and 

(6)  Copies  of  the  permit  accom- 
panying the  dressed  carcasses  inter- 
State  are  submitted  so  that  a  copy  is 
received  by  the  State  animal  health  of- 
ficial and  the  veterinarian  in  charge 
for  the  State  of  destination  within  72 
hours  of  the  arrival  of  the  dressed  car- 
casses at  the  destination  listed  on  the 
permit  required  by  paragraplh  (bKS)  of 
this  section. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0116) 

f  n.7  Interstate  nvement  of  mannre 
and  litter  flrom  a  quarantined  area. 

Manure  generated  by  and  litter  used 
by  birds  or  poultry  not  known  to  be  in- 
fected With  BND  may  be  moved  inter- 
state from  a  quarantined  area  only  if: 

(a)  The  manure  and  litter  is  accom- 
panied by  a  permit  obtained  in  accord- 
ance with  182.11; 

(b)  Hie  mannre  and  litter  has  been 
heated  throughout,  in  the  quarantined 
area,  to  a  temperature  of  not  less  than 
175  (79.4  °C),  and  then  placed  either 
in  a  previously  unused  container  or  in 
a  container  that  has  been  cleaned  and 
disinfected,  since  last  being  used,  in  ac- 
cordance with  part  71  of  this  chapter; 

(c)  The  declaration  or  affidavit  re- 
quired bv  5  82.11(b)  lists  the  location  of 
the  poultry  or  birds  that  generated  the 
manure  or  used  the  litter,  and  the 
name  and  address  of  the  owner  of  the 
poultry  or  birds  that  generated  the  ma- 
nure or  used  the  litter;  and 

(d)  Copies  of  the  permit  accom- 
panyinflT  the  mannre  and  litter  inter- 
state are  submitted  so  that  a  copy  is 
received  by  the  State  animal  health  of- 
ficial and  the  veterinarian  in  charge 
for  the  State  of  destination  within  72 
hours  of  the  arrival  of  the  manure  and 
litter  at  the  destination  listed  on  the 
permit. 


§82.8  Interstate  movement  of  eggs, 
other  than  hatching  eggs,  from  a 
quarantined  area. 

(a)  Eggs,  other  than  hatching  eggs, 
from  birds  or  poultry  from  flocks  not 
known  to  be  infected  with  END  may  be 
moved  interstate  from  a  quarantined 
ai'ea  only  if; 

(1)  Tlie  eggs  are  accompanied  by  a 
permit  obtained  in  accordance  with 
§82.11: 

(2)  The  eggs  liave  been  cleaned  and 
sanitized  in  accordance  with  7  CFR 
part  69; 

(3)  The  eggs  are  packed  either  in  pre- 
viously unused  flats  or  caises  or  in  used 
plastic  flats  or  cases  that  were  cleaned 
and  disinfected,  since  last  being  need, 
in  accordance  with  part  71  of  this  chap- 
ter; 

(4)  The  eggs  are  moved  to  a  facility 
where  they  are  examined  to  ensure 
they  have  been  cleaned  and  sanitized  in 
accordance  with  paragraph  (a)(2)  of 
this  section;  and 

(5)  Copies  of  the  permit  accom- 
panying the  eggs  interstate  are  sub- 
mitted so  that  a  copy  is  received  by 
both  the  State  animal  health  official 
and  the  veterinarian  in  charge  for  the 
State  of  destination  within  72  houzs  of 
the  arrival  of  the  eggs  at  the  facility. 

(b)  Any  flats  or  cases  intended  for 
reuse  after  being  used  to  move  eg^s 
interstate  to  a  facility  under  this  sec- 
tion must  be  cleaned  and  disinfected  in 
accordance  with  part  71  of  this  chapter 
before  being  moved  to  a  premises 
where  birds  or  poultiy  are  kept. 

§  82.9  Interstate  movement  of  hatching 
eggs  from  a  qnanuitiiiied  area. 

Hatching  eggs  ft^m  birds  or  poultry 

not  known  to  be  infected  with  or  ex- 
posed to  END  may  be  moved  interstate 
from  a  quarantined  area  only  if: 

(a)  The  hatching  eggs  are  accom- 
panied by  a  permit  obtained  in  aooord- 
ance  with  §82.11; 

(b)  Copies  of  the  permit  accom- 
panying the  hatching  eggs  are  sub- 
mitted so  that  a  copy  is  received  by 
both  the  State  animal  health  official 
and  the  veterinarian  in  charge  for  the 
State  of  destination  within  72  hours  of 
the  arrival  of  the  hatching  ec:<Ts  at  the 
premises  described  In  paragraph  (c)  of 
this  section;  and 
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(c)  The  hatching  eggs  are  held  in  the 

State  of  destination  at  a  premises  des- 
ig-natpd  jointly  by  the  veterinarian  in 
charge  and  the  State  animal  health  of- 
ficial ftom  the  time  of  arrival  until 

hatch  and  the  birds  and  poultry 
hatched  from  the  eggs  are  held  at  the 
designated  premises  for  not  less  than  30 
days  following  hatch.  Daring  this  hold- 
ing period,  the  eggs  and  any  birds  or 
poultry  hatched  from  the  eggs  are  sub- 
ject to  any  inspections,  disinfections, 
and  testa  as  may  be  required  by  the  Ad- 
ministrator to  determine  their  f^dom 
from  END. 

182.10  Intentato  nMraiieiit  of  vehi- 
cles, cages,  coops,  containers, 
troughs,  and  other  equipment  from 
a  ^punnniftinod  area* 

(a)  This  section  does  not  apply  to 

cages,  coops,  or  other  containers  or 
equipment  used  by  or  to  move  pet  birds 
moved  interstate  in  accordance  with 
{82.S(a). 

(b)  Vehicles,  cages,  coops,  containers, 
troughs,  and  other  equipment  that 
have  held  or  that  have  otherwise  been 
used  in  a  qnarantined  area  in  the  han- 
dling of  birds  or  poultry  or  their  eggs, 
or  for  manure  generated  by  or  litter 
used  by  the  birds  or  poultry,  may  be 
moved  interstate  from  a  quarantined 
area  only  in  accordance  with  the  fol- 
lowing conditions: 

(1)  They  are  made  of  hard  pla.stic  or 
metal,  and  the  other  conditions  of  this 
section  are  met;  or 

(2)  They  are  made  of  a  disposable  ma- 
terial, such  as  cardboard,  fiber,  or 
waxed  cardboard,  are  previously  un- 
used, and  are  disposed  of  by  inciner- 
ation without  being  reused  afber  being 
moved  interstate. 

(c)  Before  moving  interstate  any  ve- 
hicles, cages,  coops,  containers, 
troughs,  or  other  equipment  described 
In  paragraph  (b)(1)  of  this  section,  and 
after  using  these  items  to  move  birds, 
poultry,  eggs,  manure,  or  litter  inter* 
state  from  a  quarantined  area,  the  ve- 
hicles, cages.  coops.  containers, 
troughs,  and  other  equipment  must  be 
cleaned  and  disinfected  In  accordance 
with  paragraphs  (cXD  through  (c)(5)  of 
this  section: 

(1)  Clean  and  disinfect  the  vehicles, 
cages,  coops,  containers,  troughs,  and 
other  equipment  at  the  place  where  the 


birds,  poultry,  eggs,  manure,  and  litter 

are  unloaded  or  where  the  equipment  is 
used,  no  more  than  2  hours  after  the 
birds,  poultry,  eggs,  manure,  and  litter 
are  unloaded  or  the  equipment  is  used; 

(2)  Clean  the  items  In  accordance 
with  part  71  of  this  chapter; 

(3)  Have  a  Federal  representative  or 
State  representative''  inspect  the  items 
after  they  have  been  cleaned; 

(4)  Disinfect  the  items  in  the  pres- 
ence of  a  Federal  representative  or 
State  representative;  and 

(5)  Disinfect  the  items  in  accordance 
with  part  71  of  this  chapter  and  by 
using  a  disinfectant  as  specified  in  part 
71  of  this  chapter. 

(d)  Tf  the  place  where  the  cleaning 
and  disinfection  would  otherwise  be  re- 
quired has  no  facilities  for  cleaning  and 
disinfecting,  the  items  may  be  moved 
to  a  place  where  facilities  are  available 
for  cleaning  and  disinfecting,  provided 
a  Federal  representative  or  State  rep- 
resentative has  determined  that  such 
movement  will  not  cause  a  risk  of  the 
spread  of  END. 

(e)  Vehicles,  cages,  coops,  containers, 
troughs,  and  other  equipment  that  are 
moved  interstate  under  this  section 
must  be  accompanied  by  a  permit  ob- 
tained in  accordance  with  §82.11,  and 
copies  of  the  permit  accompan3ring  the 
vehicles,  cages,  coops,  containers, 
troughs,  and  other  equipment  inter- 
state must  be  submitted  so  that  a  copy 
is  received  by  the  State  animal  heslth 
official  and  the  veterinarian  in  charge ^ 
for  the  State  of  destination  within  72 
hours  of  the  arrival  of  the  vehicles, 
cages,  coops,  containers,  troughs,  and 
other  equipment  at  the  destination 
listed  on  the  permit. 

(.•^pprovHfi  hy  the  Office  of  Manaprement  and 
Bu  iL:^?  under  control  number  057£M)116) 

§82.11   Issuanee  of  permits. 

(a)  Application  for  the  permits  re- 
quired by  this  subpart  to  move  inter- 
state from  a  quarantined  area  birds, 
eggs,  poultry,  or  other  items  requiring 
a  permit  under  this  part  must  be  in 
writing.  The  application  must  be  sub- 
mitted to  a  Federal  representative  or 
State  representative  an^  must  include 
the  following: 


^Bee  footnote  3  to  §82.5. 
*See  footnote  4  of  f  83.6. 
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(1)  The  applicant's  name  and  mailing 

address; 

(2)  The  name  and  mailing  address  of 
the  person  who  will  receive  the  Mrds, 

eggs,  poultry,  or  other  items: 

(3)  The  addresses  of  both  the  origin 
and  destination  of  the  birds,  eggs,  poul- 
try, or  other  items; 

(4)  The  number  and  types  of  birds, 
poultry,  eggs,  and  other  items  iuteiided 
for  interstate  movement;  and 

(6)  The  reason  for  the  interstate 
movement. 

(b)  In  addition  to  the  information  re- 
quired by  paragraph  (a)  of  this  section, 
to  obtain  permits  to  move  birds,  poul- 
try, eggs,  manure,  litter,  casres,  coops, 
containers,  troughs,  vehicles  or  other 
equipment  Interstate  from  a  quar- 
antined area,  an  applicant  for  a  permit 
must  submit  to  a  Federal  representa- 
tive or  State  representative  a  declara- 
tion or  a^idavlt  listing  the  require- 
ments of  §82.5  toat  live  birds  or  live 
poultry.  §82.6  for  dead  birds  and  dead 
poultry.  §82.7  for  litter  or  manure, 
§  82.8  for  eggs  other  than  hatching  eggs, 
§82.9  for  hatching  eggs,  or  §82.10  for 
cages,  coops,  containers,  troughs,  vehi- 
cles, and  other  equipment,  and  stating 
that  the  applicant  will  move  the  items 
interstate  only  if  all  of  the  listed  re- 
quirements are  met. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0116) 

iSt.12   Other    interstete  movwentl 
and  special  permits. 

(a)  A  special  permit  is  required  for 
the  interstate  movement  of  birds,  pool- 
try,  or  other  items  whose  movement  is 
restricted  under  this  subpart,  from  a 
quarantined  area  in  a  manner  or  to  a 
destination  other  than  is  specifically 
prescribed  by  this  subpart,  under  spe- 
cial conditions  determined  by  the  Ad- 
ministrator to  be  necessary  to  prevent 
the  dissemination  of  END.  A  special 
permit  is  required  for  the  disposal  of 
dead  birds  or  dead  poultry  that  are  In- 
fected with  END,  or  dead  birds  or  dead 
poultry  from  flocks  infected  with  END, 
or  manore  generated  by  or  eggs  from 
birds  or  poultry  infected  with  END.  in 
a  manner  other  than  is  specifically  pre- 
scribed in  this  subpart,  and  for  clean- 
ing and  disinfection  carried  out  in  a 
manner  other  than  is  specifically  pre- 
scribed in  this  subpart,  under  special 


conditions  determined  by  the  Adminis- 
trator to  be  necessary  to  prevent  the 
dissemination  of  END.  To  apply  for  a 
special  permit,  contact  the  veteri- 
narian in  charge*  for  the  State  in 
which  the  birds,  poultry,  or  other 
items  are  located.  The  Administrator 
may,  at  his  or  her  discretion,  issue  spe- 
cial permits  if  he  or  die  detennlBas 
that  the  activity  authorised  will  not 
result  in  the  interstate  dissemination 

of  END. 

(b)  The  special  permit  will  list  the 
name  and  address  of  the  person  to 
whom  the  special  permit  is  issued,  and 

the  special  conditions  under  which  the 
interstate  movement,  disposal,  or 
cleaning  and  disinfection  may  be  car- 
ried out. 

(1)  For  an  interstate  movement,  the 
special  permit  will  also  include  the  fol- 
lowing: 

(1)  The  name  and  mailing  address  of 
the  person  who  will  receive  the  Mrds. 
poultry,  or  other  items; 

(ii)  The  addresses  of  both  the  origin 
and  destination  of  the  birds,  poultry, 
or  other  items; 

(ill)  The  number  and  type  of  birds, 
poultry,  or  other  items  to  be  moved 
interstate:  and 

(iv)  The  reason  for  the  interstate 
movement. 

(2)  For  destruction  or  cleaning  and 
disinfection,  the  special  permit  will 
also  include  the  following: 

(i)  The  address  of  the  place  where  the 
dead  birds,  dead  poultry,  manure,  or 
eggs  are  located;  and 

(ii)  The  number  and  type  of  birds, 
poultry,  or  other  items  involved. 

(c)  For  an  interstate  movement,  a 
copy  of  the  special  permit  must  accom- 
pany the  items  moved,  and  copies  must 
be  submitted  so  that  a  copy  is  received 
by  the  State  animal  health  official  and 
the  veterinarian  in  charge  for  the 
State  of  destination  within  72  hours  of 
the  arrival  of  the  birds,  poultry,  or 
other  items  at  the  destination  listed  on 
the  special  permit. 

(Approved  by  the  Office  of  Manag^ement  and 
Budget  under  control  number  057^116) 


"See  footnote  4  to  §82.5. 
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Denial  and  withdrawal  of  per- 
mits and  special  permits. 

(a)  Denial.  If  the  Administrator  de- 
termines that  the  applicant  for  a  per- 
mit or  special  permit  is  not  complying 
with  or  could  not  comply  with  this  sub- 
part or  any  special  conditions  needed 
to  prevent  the  dissemination  of  END. 
or,  in  the  case  of  a  special  permit,  that 
the  special  permit  is  not  required 
under  this  subpart,  the  Administrator 
may  deny  the  request  for  a  permit  or 
special  permit.  If  the  request  is  denied, 
the  Administrator  will  send  the  appli- 
cant a  written  notice  explaining  why 
the  permit  or  special  permit  was  de- 
nied. 

(b)  Wifhdratodl.  The  Administrator 
may  withdraw  a  permit  or  special  per- 
mit, orally  or  in  writing.  If  he  or  she 
determines  the  person  to  whom  the 
pennit  or  special  permit  has  been 
issued  is  violating  either  this  subpart 
or  some  condition  specified  in  the  per- 
mit or  special  permit.  The  Adminis- 
trator may  withdraw  the  permit  or  spe- 
cial permit  without  advance  notice  if 
he  or  she  determines  that  the  person  to 
whom  the  permit  or  special  permit  has 
been  issued  is  violating  either  this  sub- 
part or  some  condition  specified  in  the 
permit  or  special  permit  in  a  way  that 
threatens  the  public  health,  interest, 
or  safety.  The  Administrator  will  send 
the  person  to  whom  the  permit  or  spe- 
cial permit  has  been  issued  a  written 
explanation  of  why  the  permit  or  spe- 
cial permit  is  to  be  or  was  withdrawn. 

(c)  Appeals.  Denial  or  withdrawal  of  a 
permit  or  special  permit  may  Vx^  ap- 
pealed to  the  Administrator  within  10 
days  after  receipt  of  the  written  notice 
of  denial  or  withdrawal.  The  appeal 
must  be  in  writing and  must  state  all 
of  the  facts  and  reasons  upon  which  the 
person  relies  to  show  that  the  permit 
or  special  permit  was  wrongfully  de- 
nied or  withdrawn.  TItp  Administrator 
will  grant  or  deny  the  appeal,  in  writ- 
ing, explaining  all  of  the  reasons  for 
the  decision,  as  promptly  as  cir- 
cumstances allow.  In  cases  where  there 
is  a  conflict  as  to  any  material  fact, 


><>Wrltten  appeals  should  be  sent  to  the  Ad- 

mlnistratoi'.  v  <>  Emei  i^ency  Prosrrams.  Vet- 
erinary Services,  Auimal  aud  Plant  Health 
Inspection  Service,  4700  River  Road,  River- 
dale,  MD  20737-1281. 


the  person  denied  a  permit  or  special 

permit,  or  from  whom  a  permit  nr  spe- 
cial permit  is  withdrawn,  shall  be  given 
an  opportunity  for  a  hearing  with  re- 
spect to  the  merits  of  the  validity  of 

the  denial  or  withdrawal  in  accordance 
with  rules  of  practice  adopted  for  the 

proceeding. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0116) 

§82.14    Removal  of  quarantine. 

An  area  will  be  removed  from  quar- 
antine only  when  all  of  the  following 
requirements  have  been  met: 

(a)  All  birds  and  poultry  exposed  to 
END  in  the  quarantined  area  have  been 
found  to  be  free  of  END; 

(b)  All  birds  and  poultry  infected 
with  END  in  the  quarantined  area  have 
been  euthanized; 

(c)  All  birds  and  poultry,  including 
any  parts  of  the  birds  and  poultry, 
euthanized  in  accordance  with  para- 
graph (b)  of  this  section,  and  all  birds 
and  poultry  in  the  quarantined  area, 
including  any  parts  of  the  birds  and 
poultry,  that  died  from  any  cause  other 
than  slaughter,  have  been  buried,  re- 
duced to  ashes  by  incineration,  ren- 
dered, or  reduced  to  dust  by 
composting: 

(1)  If  the  birds  and  poultry  are  bur- 
ied, all  birds  and  poultry  infected  with 
END  must  be  buried  in  the  quarantined 
area.  The  birds  and  poultry  must  be 
buried  in  a  location  that  meets  all 
United  States  Environmental  Protec- 
tion Agency,  State,  and  local  require- 
ments for  landfills.  They  must  be  bur- 
ied at  least  6  feet  deep  and  be  covered 
at  the  time  of  burial  with  soil;  and 

(2)  If  the  birds  and  poultry  are 
composted,  all  birds  and  poultry  in- 
fected with  END  must  be  composted  in 
the  quarantined  area.  The  birds  and 
poultry  must  be  composted  accordinir 
to  the  following  instructions: 

(1)  Place  a  l-foot  layer  of  litter  and 
manure  in  a  free-standing:  composter 
bin.  unless  the  compost  pile  will  be 
covered  in  accordance  with  pai'agraph 
(cK2)(ii)  of  this  section.  Add  a  6-inch 
layer  of  straw,  peanut  hulls,  or  wood 
chips.  Add  a  layer  of  dead  birds  or  dead 
poultry,  leaving  6  inches  between  the 
carcasses  and  the  bin  walls.  Add  water 
sparingly  and  cover  with  6  inches  of  a 
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dry  mixture  of  litter  and  manure.  Re- 
peat the  layering  process  two  more 
times  and  cap  with  a  double  layer  of 
dry  manure  oake.  After  Che  talii  to 
capped  off  and  covered,  monitor  the 
temperature  In  the  compost  pile  daily, 
using  a  36-iuch  probe-type  thermom- 
eter. The  temperature  of  the  compost 
pile  must  reach  at  least  140  °F.  After  90 
days  from  the  date  the  compost  pile  is 
created,  turn  over  to  aerate  the  entire 
mixture.  Allow  mlztnre  to  reach  at 
least  140  °F  once  ag-aln.  After  comple- 
tion of  the  second  cycle,  the  mixture 
must  remain  covered  with  any  mate- 
rial that  prevents  penetration  of  air 
and  moisture  until  spread  or  otherwise 
utilized.  The  composted  material  may 
not  be  spread  or  otherwise  utilized 
until  at  least  80  days  following  oom^e- 
tlon  of  the  second  heating  cycle. 

(ii)  Composting  of  birds  and  poultry 
may  be  accomplished  outside  of  cov- 
ered bins  by  foUowinir  the  layerlngr  and 
temperature  requirements  set  forth  in 
paragraph  (c)(2)(i)  of  this  section,  then 
covering  the  compost  pile  with  tarpau- 
lins or  6-mm  polyethylene  sheets  an- 
chored  with  tlres  or  straw  bales.  The 
mixture  must  be  kept  moist.  The  final 

product  may  not  be  spread  or  otherwise 
utilized  nntil  at  least  30  days  foUowlngr 

completion  of  the  second  heatine  cycle. 

(iii)  Composting  of  birds  and  poultry 
must  be  carried  out  at  least  50  yards 
from  any  boildin?  or  pen  where  poultry 
and  birds  are  housed  and  he  inacces- 
sible to  birds  and  poultry.  Composted 
material  may  not  be  commingled  with, 
or  otherwise  be  brought  into  contact 
with,  non-composted  manure  cake: 

(d)  All  eggs  produced  by  birds  or 
IX}ultry  infected  with  or  exposed  to 
BND  In  the  quarantined  area  have  been 
buried,  reduced  to  ashes  by  inciner- 
ation, or  rendered.  If  the  eggs  are  bur- 
ied, the  eggs  must  be  buried  in  the 
quarantined  area  in  a  location  that 
meets  all  United  States  Environmental 
Protection  At^ency  requirements  and 
all  State  and  local  requirements  for 
landfills.  The  egrgs  must  be  buried  at 

least  6  feet  deep  and  be  covered  at  the 
time  of  burial  with  soil: 

(e)  All  manure  generated  by  or  litter 
used  by  birds  or  poultry  infected  with 

or  exposed  to  END  in  the  quarantined 
area  has  been  reduced  to  ashes  by  in- 
cineration,    or    has    been  buried. 
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composted,  or  spread  on  a  field  and 
turned  under,  as  follows: 

(1)  Burial.  If  the  manure  or  litter  is 
burled,  the  manure  and  litter  must  be 

burled  at  least  6  feet  deep  and  covered 
at  the  time  of  burial  with  soil.  The  ma- 
nure and  litter  must  be  buried  in  the 
quarantined  area  in  a  location  that 
meets  all  United  States  Environmental 
Protection  Agency  and  State  and  local 
requirements  for  landfills; 

(2)  Cfompo8tlng»  U  the  manure  and  lit- 
ter is  composted,  the  manure  and  litter 
must  be  composted  in  the  quarantined 
area  according  to  the  following  meth- 
od: Place  the  manure  and  litter  in  rows 
:^  to  5  feet  high  and  5  to  10  feet  at  the 
base.  The  area  where  the  manure,  lit- 
ter, and  other  material  used  in 
compostiner  are  placed  must  be  such 
that  there  is  no  runoff  from  the 
composted  material  out  of  the  area,  no 
saturation  into  the  ground,  and  no 
mototure,  except  for  that  required  by 
this  paragrraph.  onto  the  composted 
material  from  above.  The  composting 
area  must  be  at  least  50  yards  from  any 
building  or  pen  where  birds  or  poultry 
are  housed  and  be  inaccessible  to  birds 
and  poultry.  The  manure  and  litter 
must  be  mixed  so  as  to  attain  a  carbon 
to  nitrogen  ratio  of  approximately  80:1, 
a  moisture  content  of  between  40  to  50 
percent,  and  a  supply  of  oxygen  to  the 
composted  material.  If  a  carbon  source 
Other  than  manure  or  Utter  to  needed, 
wood  chips,  straw,  or  peanut  hulls  may 
be  used.  The  manure  and  litter  must  be 
covered  with  tarpaulin  or  6-mm  poly- 
ethylene sheets,  be  anchored  with  tires 
or  straw  bales,  and  be  mixed  to  ensure 
adequate  ventilation  every  10  tO  15 
days.  The  composted  material  must 
rise  to  a  temperature  of  140  *F,  as  do- 
termined  by  use  of  a  36-inch  probe-type 
thermometer.  The  composted  material 
may  not  be  spread  or  otherwise  utilised 
for  at  least  SO  dasrs  firom  the  time  the 
140  °F  temperature  is  reached:  and 

(3)  Spreading  and  turning  under. 
Spreading  and  tinning  under  of  manure 
or  litter  may  be  used  as  a  means  of  dls- 
posal  only  if  carried  out  under  the  di- 
rect supervision  of  a  P'ederal  represent- 
ative or  a  State  representative.  If  the 
manure  or  litter  to  qiread  on  a  field 
and  turned  under,  the  field  must  be  in 
the  quarantined  area,  at  least  50  yards 
away  from  any  building  or  pen  where 
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poultry  or  birds  are  housed,  an  l  Inao- 
cesslble  to  birds  and  poultry.  The  ma- 
nure or  litter  must  be  turned  under 
within  24  hours  of  being  spread  on  the 
field,  and  the  field  must  he  left  undis- 
turbed for  at  lea.st  30  days: 

(f)  All  vehicles  with  which  the  birds 
or  poultry  infected  with  or  exposed  to 
END  or  their  excrement  or  litter  have 
had  physical  contact  have  been  cleaned 
and  disinfected  in  accordance  with  part 
71  of  this  chapter.  The  vehicles  have 
been  inspected  after  cleaning,  and  be- 
fore disinfection,  by  a  Federal  rep- 
resentative or  State  representative, 
and  then  have  been  disinfected  in  the 
presence  of  a  Federal  representative  or 
State  representative  with  a  disinfect- 
ant listed  in  part  71  of  this  chapter; 

(g)  All  cages,  coops,  containers, 
troughs,  and  other  equipment  used  for 
birds  or  poultry  infected  with  or  ex- 
posed to  END.  or  their  excrement  or 
litter  have  been  reduced  to  ashes  by  in- 
cineration, or  have  been  cleaned  and 
disinfected  in  accordance  with  part  71 
of  this  chapter.  The  items  must  be  in- 
si)ected  after  cleaning,  and  before  dis- 
infection, by  a  Federal  representative 
or  State  representative,  and  then  must 
be  disinfected  in  the  presence  of  a  Fed- 
eral representative  or  State  represent- 
ative, with  a  disinfectant  listed  In  part 
71  of  this  chapter:  and 

(h.)  The  premises  where  birds  or  poul- 
try infected  with  or  exposed  to  END 
were  located  have  been  cleaned  and  dls- 
infected  in  accordance  with  part  71  of 
this  chapter.  The  premises  have  been 
insi)ected  after  cleaning,  and  before 
disinfection,  by  a  Federal  representa- 
tive or  State  representative,  and  then 
have  been  disinfected  in  the  presence  of 
a  Federal  representative  or  State  rep- 
resentative with  a  disinfectant  listed 
In  part  71  of  this  chapter. 

(Approved  by  the  Office  of  Mana^emant  and 
BocUret  under  control  number  0579-0116) 

Be^aoemeal  litede  and  ponllKy. 

Birds  and  poultry  that  have  boon  de- 
stroyed because  of  a  quarantine  for 
END  may  not  be  replaced  by  birds  or 
poultry  moved  Interstate  Into  the 
quarantined  area  vmtil  the  Adminis- 
trator decides  that  END  has  been 
eradicated  and  that  replacement  birds 
or  poultry  will  not  become  Infected 
with  END. 


Subpart    ChlamydMs  in 
Poultry 

§82.19  Defmitions. 

As  used  in  connection  with  this  sub- 
part, the  following  terms  shall  have 
the  meaning  set  forth  in  this  section. 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  part  161  of  this 
chapter  to  perform  functions  specified 
in  subchapters  B,  C,  and  D  of  this  chap- 
ter. 

Admlnistmtor.  The  Administrator  of 

the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  individual  author- 
ized to  act  for  the  Administrator. 

Animdl  and  Plant  Healih  InapecHon 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture. 

Bird.  Any  member  of  the  class  aves 
other  than  poultry. 

Chlamydiosis.  A  contagious  bacterial 
disease  of  birds  and  poultry,  character- 
ized by  respiratory  and  ssrstemlc  infec- 
tion.  The  disease  is  also  known  as  psit- 
tacosis in  psittacine  birds  and  as  orni- 
thosis in  poultry. 

Federal  representative.  An  individual 
employed  and  authorized  by  the  Fed- 
eral government  to  perform  the  tasks 
required  by  this  subpart. 

Federal  veterinarian.  A  veterinarian 
employed  and  authorized  by  the  Fed- 
eral government  to  perform  tike  tasks 
required  by  this  subpart. 

Infected.  Affected  by  the  vims  or  bac- 
terium that  causes  the  specified  dis- 
ease. 

Interstate.  From  one  State  into  or 
through  any  other  State. 

Moved.  Shipped,  transported  or  other- 
wise moved,  or  delivered  or  received  for 
movement,  by  any  person. 

Person.  Any  Individual,  corporation, 
company,  as.sociation,  firm,  partner- 
ship, society,  joint  stock  company,  or 
other  legal  entity. 

Poultry.  Chickens,  doves,  ducks, 
geese,  grouse,  guinea  fowl,  partridges, 
pea  fowl,  pheasants,  pigeons,  quail, 
swans,  and  turkeys. 

State.  Bach  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia. Puerto  llico.  the  Northern  Mariana 
Islands,  Guam,  the  Virgin  Islands  of 
the  United  States,  or  any  other  terri- 
tory or  possession  of  the  United  States. 
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state  animal  health  official.  The  State 
official  responsible  for  livestock-  and 
poultry-disease  control  and  eradioation 
prosxains. 

state  rppre^rnfativp.  An  individual  em- 
ployed in  animal  health  work  and  au- 
thorized by  a  State  or  political  subdivi- 
sion of  a  State  to  perform  the  tasks  re- 
quired  by  this  subpart. 

Veterinarian  in  charge.  A  Federal  vet- 
erinarian employed  by  the  Animal  and 
Plant  Health  Inspection  Service  and 
aathorlzed  by  the  Administrator  to  su- 
pervise and  manage  the  animal  health 
work  of  the  Animal  and  Plant  Health 
Inspection  Service  in  a  specified  area 
of  the  United  States. 

§  82.20   General  restrictions. 

The  following  items  may  not  be 
moved  interstate: 

(a)  Live    poultry   infected  with 

chlamydlosis; 

(b)  Dead  poultry  that  were  Infected 
with  chlamydlosis  when  they  died,  and 
parts  of  dead  poultry  that  were  in- 
fected  with  chlamydioels  when  they 
died;  and 

(c)  Offal  from  poultry  infected  with 

chlamydlosis. 

§88Jil   Vehicles,    cages,    coops,  con- 
tainen,  troughs,  and  other  equip- 

-  ■  »       t^Mm  at  II  il    I  II  I  iH  iiiii 

■Mas  useo  nr  iHiUBum  powncy* 

(a)  Before  moving  vehicles,  cages, 
coops,  containers,  troughs,  and  other 
equipment  interstate  that  have  held  or 
have  otherwise  been  used  in  the  han- 
dling of  poultry  infected  with 
chlamydlosis,  and  after  using  these 
Items  to  move  poultry  infected  with 
chlamydlosis  interstate,  the  vehicles, 
cages,  coops,  containers,  troughs,  and 
other  e<ini^ent  must  be  cleaned  and 
disinfected  in  accordance  with  para- 
graphs (a)(1)  through  (a)(5)  of  this  sec- 
tion: 

(1)  Clean  and  disinfect  the  vehicles, 

cages,  coops,  containers,  troughs,  and 
other  equipment  at  the  place  where  the 
poultry  are  unloaded  or  where  the 
equipment  is  used,  no  more  than  2 
hours  after  the  poultry  Infected  with 
chlamydlosis  are  unloaded  or  the 
equipment  is  used; 

(2)  Clean  the  Items  in  accordance 
with  part  71  of  this  chapter; 


(3)  Have  a  Federal  representative. 
State  representative,^  or  an  accredited 
veterinarian.  Inspect  the  Items  after 
they  have  been  cleaned; 

(4)  Disinfect  the  items  in  the  pres- 
ence of  a  Federal  representative.  State 
representative,  or  an  accredited  veteri- 
narian: and 

(5)  Disinfect  the  items  in  accordance 
with  part  71  of  this  chapter  and  by 
using  a  disinfectant  as  specified  in  part 
71  of  this  chapter. 

(b)  If  the  place  where  the  cleaning 
and  disinfection  would  otherwise  be  re- 
<ialred  has  no  facilities  for  cleaning  and 
disinfecting,  the  items  may  be  moved 
to  a  place  where  facilities  are  available 
for  cleaning  and  disinfecting,  provided 
a  Federal  representative  or  State  rep- 
resentative has  determined  that  such 
movement  will  not  cause  a  risk  of  the 
spread  of  chlamydiosis. 

(o)  Vehicles,  cages,  coops,  containers, 
troughs,  and  othop  equipment  moved 
interstate  under  this  section  must  be 
accompanied  by  a  permit  obtained  in 
aooordanoe  with  182.28,  and  copies  of 
the  permit  accompanying  the  vehicles, 
cages,  coops,  containers,  troughs,  and 
other  equipment  interstate  must  be 
submitted  so  that  a  copy  is  received  by 
both  the  State  animal  health  official 
and  the  veterinarian  in  charge  2  for  the 
State  of  destination  within  72  hours  of 
the  arrival  of  the  v^oles,  cages, 
coops,  containers,  troug'hs.  and  other 
equipment  at  the  destination  listed  on 
the  permit. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  ntunben  0679-0116  and 
0879-0082) 

inkS2  Cleaaliig     and  disinlhellag 

premises. 

Premises  that  contained  poultry  that 
were  infected  with  chlamydiosis  must 
be  cleaned  and  disinfected  In  aooord- 
ance  with  this  section  before  any  poul- 
try are  moved  interstate  onto  the 
premises. 

(a)  The  premises  must  be  cleaned  in 

accordance  with  part  71  of  this  chapter; 

(b)  After  being  cleaned,  the  premises 
must  be  inspected  by  a  Federal  rep- 
resentative. State  representative,  or  an 
accredited  veterinarian;  and 


^  See  footnote  3  to  §82.5. 
>8ee  footnote  4  to  182.6. 
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(c)  After  being  inspected,  the  prem- 
ises must  be  disinfected  in  the  presence 
of  a  Federal  representative.  State  rep- 
resentative, or  an  accredited  veteri- 
narian, in  accordance  with  i>art  71  of 
this  chapter,  using  a  disinfectant  listed 
in  part  71  of  this  chapter. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0679-0116  and 
OB79-0082) 

§82.28  Issuance  of  pennits. 

(a)  Application  for  the  permit  re- 
quired by  this  snbpart  to  move  vehi- 
cles, cacres.  coops,  containers,  troughs, 
or  other  et}uipment  interstate  must  be 
in  writing,  and  must  be  sabmitted  to  a 
Federal  representative  or  State  rep- 
resentative. The  application  must  in- 
clude the  following: 

(1)  The  applicant's  name  and  mailing 
address; 

(2)  The  name  and  mailing  address  of 
the  person  who  will  receive  the  items; 

(3)  The  addresses  of  both  the  origin 
and  destination  of  the  items: 

(4)  The  number  and  types  of  items  in- 
tended for  interstate  movement;  and 

(5)  The  reason  for  the  interstate 
movement. 

(b)  Exceptions.  This  subpart  does  not 
apply  to  the  interstate  movement  of 
poultry,  vehicles,  cages,  coops,  con- 
tainers, troughs,  or  other  eqnlpnent  or 
material  if  the  interstate  movement  is 
made  by  the  United  States  Department 
of  Agrioolture  for  the  purposes  of  re- 
search or  diagnosis. 

(Approved  by  the  Office  of  Management  and 
Budget  under  oontrol  number  0&79-D116) 

f 82.24  Other    interstate  movements 

and  special  permits. 

(a)  A  special  permit  is  required  for 
the  interstate  movement  of  items 
whose  movement  interstate  is  re- 
stricted under  this  subpart  in  a  manner 
or  to  a  destination  other  than  is  .spp- 
ClUcally  prescribed  by  this  subpait.  A 
special  permit  Is  required  for  the  dis- 
infection of  vehicles,  premises,  cages, 
coops,  containers,  trough.s.  and  other 
equipment  by  a  method  other  than  is 
qiecifloally  prescribed  by  this  snbpart. 
To  apply  for  a  special  permit,  contact 
the  veterinarian  in  charge  for  the 
State  in  wiiich  the  items  are  located. 
The  Administrator  may,  at  his  or  her 
discretion,  Issae  special  permits  If  he 


or  she  determines  the  activity  author- 
ized will  not  increase  the  risk  of 
spreading  chlamydiosis  interstate. 

(b)  The  special  permit  will  list  the 
name  and  address  of  the  person  to 
whom  the  special  permit  is  Issued,  and 
the  special  conditions  under  which  the 
Interstate  movement,  or  cleaning  and 
disinfection,  may  be  carried  out. 

(1)  For  an  interstate  movement,  the 
special  permit  will  also  include  the  fol- 
lowing: 

(1)  The  name  and  mailing  address  of 
the  person  who  will  receive  the  itrais; 

(ii)  The  addresses  of  both  the  origin 

and  destination  of  the  items; 

(iii)  The  number  and  type  of  items  to 
be  moved  interstate;  and 

(iv)  The  reason  for  the  interstate 
movement. 

(2)  For  cleaning  and  disinfection,  the 
special  permit  will  also  include  the  fol- 
lowing: 

(1)  The  address  of  the  place  where  the 
items  are  located;  and 

( i  i )  The  number  and  type  of  items  in- 
volved. 

(c)  For  an  interstate  movement,  a 
copy  of  the  special  permit  must  accom- 
pany the  items  moved,  and  copies  must 
be  submitted  so  that  a  copy  is  received 
by  both  the  State  animal  health  offi- 
cial and  the  veterinarian  in  oharge  for 
the  State  of  destination  within  72 
hours  of  the  arrival  of  the  items  at  the 
destination  listed  on  the  special  per- 
mit. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0118) 

{82.25  Denial  and  withdrawal  of  per- 
mits and  special  pemits. 

(a)  Denial.  If  the  Administrator  de- 
termines that  the  applicant  for  a  per- 
mit or  special  permit  is  not  complying 
with  or  could  not  comply  with  this  sub- 
part or  any  special  conditions  needed 
to  prevent  the  spread  of  chlamydiosis, 
or.  in  the  case  of  a  special  permit,  that 
the  special  permit  is  not  required 
under  this  subpart,  the  Administrator 
may  deny  the  request  for  a  permit  or 
special  permit.  If  the  request  is  denied, 
the  Administrator  will  send  the  appli- 
cant a  written  notice  explaining  why 
the  permit  or  special  permit  was  de- 
nied. 
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(b)  Withdrawal.  The  Administrator 
may  withdraw  a  permit  or  special  per- 
mit, orally  or  in  writin^r,  If  lie  or  she 
determines  the  person  to  whom  the 
permit  or  special  permit  has  been 
issued  Is  violating  either  this  subpart 
or  some  condition  specified  in  the  per- 
mit or  special  permit.  Thib  Adminis- 
trator may  withdraw  the  pwmit  or  spe- 
cial permit  without  advance  notice  if 
he  or  she  determines  that  the  person  to 
whom  the  permit  or  special  permit  has 
been  issued  is  violating  either  this  sub- 
part or  some  condition  specified  in  the 
permit  or  special  permit  in  a  way  that 
threatens  the  public  health,  interest, 
or  safety.  The  Administrator  wiU  send 
the  person  to  whom  the  permit  or  spe- 
cial permit  has  been  issued  a  written 
explanation  of  why  the  permit  or  spe- 
cial permit  is  to  be  or  was  withdrawn. 

(c)  Appeals.  Denial  or  withdrawal  of  a 
permit  or  special  permit  may  be  ap- 
pealed to  the  Administrator  within  10 
days  after  receipt  of  the  written  notice 
of  denial  or  withdrawal.  The  appeal 
mnst  be  in  writin^B  and  must  state  all 
of  the  facts  and  reasons  upon  which  the 
person  relies  to  show  that  the  permit 
or  special  permit  was  wrongfully  de- 
nied or  withdrawn.  The  Administrator 
will  grraat  or  deny  the  appeal,  in  writ- 
ing, explaining  all  of  the  reasons  for 
the  decision,  as  promptly  as  cir- 
eomstances  allow.  In  cases  where  there 
is  a  conflict  as  to  any  material  fietot, 
the  person  denied  a  permit  or  special 
permit,  or  from  whom  a  permit  or  spe- 
cial permit  is  withdrawn,  shall  be  given 
an  opportuiity  for  a  heariner  with  re- 
spect to  the  merits  or  validity  of  the 
denial  or  withdrawal  in  accordance 
with  rules  of  practice  adopted  for  the 
proceedingr. 

(Approved  by  the  Office  of  Management  and 
Budget  vaaAet  oontrol  Bomber  0679-€116) 

Subpart  C— Poultry  Disease 
Caused  by  Salmonella 
Enteritidls  Serotype  Enteritidis 

SouRCS:  56  FR  8738.  Jan.  80.  1901.  onless 
otherwise  noted.  Bedesignated  at  61 FB  56883, 

Nov.  5. 1996. 


*See  footnote  10  to  §82.13. 


ftflSJW  DefiaiUons. 

As  used  in  connection  with  this  sub- 
part, the  following  terms  shall  have 
the  meaning  set  forth  in  this  section. 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  individual  author- 
ized to  act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Inspection  Service  of  the  United 
States  Department  of  AgrlCQltare. 

Authorized  laboratory.  A  laboratory 
approved  by  the  Administrator  to  con- 
duct tests  in  accordance  with  this  sub- 
part. Application  for  accreditation 
shall  be  made  in  writing  by  the  owner 
or  operator  of  the  laboratory  and  sent 
to  the  Administrator,  Animal  and 
Plant  Health  Inspection  Service,  Vet- 
erinary Servioee,  Center  for  Planning. 
Certification,  and  Monitoring,  4700 
River  Road  Unit  46,  Riverdale.  MD 
207S7-1281. 

The  applsring  laboratory  will  bear  all 
costs  associated  with  its  application 
process.  The  Administrator  will  ap- 
proye  an  authorised  laboratory  only 
after  consulting  with  the  State  animal 

health  official  in  the  State  in  which 

the  laboratory  is  located  and  after  de- 
termining that  the  laboratory: 

(1)  Is  supervised  by  a  person  holding, 
as  a  minimum,  a  bachelor's  degree  in 
either  chemistry,  microbiology,  or  a 
related  field  and  havinff  1  year's  esperi* 

ence  In  diagnostic  microbiology,  or 
equivalent  qualifications,  as  deter- 
mined by  the  Administrator, 

(2)  Has  technical  personnel  assigned 

to  conduct  the  tests  who  have  received 
trainint?  prescribed  by  the  National 
Veterinary  Services  Laboratories 
(NVSL); 

C3)  Uses  reagents,  media,  and  antigen 

approved  by  NVSL: 

(4)  Maintains  laboratory  quality  con- 
trol records  for  the  most  recent  8  years 
that  samples  have  been  analyzed  under 

this  Program; 

(5)  Demonstrates  acceptable  levels  of 
systematic  laboratory  difference,  vari- 
ability, and  individual  large  deviations 
in  the  identification  of  microorga- 
nisms. An  applying  laboratory  will  suc- 
cessfolly  demonstrate  these  capabili- 
ties if  its  dlaernostic  results  from  an- 
nual checi£  test  proficiency  studies  sat- 
isfy the  criteria  of  NVSL; 
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(6)  Follows  standard  test  protocols 
approved  by  NVSI.; 

(7)  Maintains  complete  records  of  the 
reoelpt.  analsrsis.  and  disposition  of  of- 
llelal  samples  for  the  most  recent  3 
years  that  samples  have  been  analyzed 
under  this  Program; 

(8)  Reports  results  of  all  tests  ordered 
in  accordance  with  this  subpart  or  in 
accordance  with  §  145.23(d)  of  this  chap- 
ter to  the  State  animal  health  official 
and  APHIS.i 

(9)  Maintains  a  standards  book, 
which  is  a  permanently  bound  book 
with  sequentially  numbered  pages,  con- 
taining all  readings  and  calculations 
for  diagnostic  tests  and  calibration  of 
InvStruments.  All  entries  are  to  he  dated 
and  signed  by  the  analyst  immediately 
upon  completion  of  the  entry  and  by 
bla/het  ^-upervisor  within  2  working 
days.  The  standards  book  is  to  be  re- 
tained for  a  i>eriod  of  3  years  after  the 
last  entry  Is  made; 

(10)  Analyzes  NVSL  check  test  pro- 
ficiency samples  and  returns  the  re- 
suits  to  NVSL  within  3  weeks  of  sam- 
ple receipt.  This  must  be  done  when- 
ever requested  by  NVSL  and  at  no  cost 
to  USDA; 

(11)  Informs  tlie  Administrator  by 
certified  or  registered  mail,  within  30 
days,  when  there  is  any  change  In  the 

laboratory's  ownership,  officers,  direc- 
tors, supervisory  personnel,  or  other 
responsibly  connected  individual  or  en- 
tity; and 

(12)  Permits  any  duly  authorized  rep- 
resentative of  the  Secretary  to  perform 
both  announced  and  unannounced  on- 
site  laboratory  reviews  of  facilities  and 
records  during  normal  business  hours 
and  to  copy  all  such  records. 

The  Administrator  may  revoke  the  au- 
thorized status  of  a  laboratory  after 
determining  that  the  laboratory  fails 
to  meet  any  requirement  of  this  defini- 
tion. The  revocation  will  be  effective 
on  the  date  written  notice  of  revoca- 


^Trainlng:  requirements,  standard  test  pro- 
tocols, and  check  test  proficiency  require- 
ments prescribed  by  the  National  Veterinary 
Service?  Laboratories  and  the  names  and  ad- 
dresses of  authorized  laboratories  are  avail- 
able from  the  Animal  and  Plant  Health  In- 
spection Service,  Veterinary  Services.  Cen- 
ter for  Planning,  Certification,  and  Moni- 
tcnlag.  4900  River  Road  ttelt  46,  lUveidale, 
MD  20787-1281. 


tion  is  given  to  to  the  owner  or  oper- 
ator of  the  laboratory.  A  laboratory 
whose  accreditation  has  been  revoked 
may  reapply  for  authorized  laboratory 
status  no  sooner  than  6  months  after 
the  effective  date  of  revocation,  and 
must  provide  written  documentation 
specifying  what  corrections  were  made. 

Certified  Sctbnonetla  enteritidis  aerotifpe 
enteritid^  Tested  Free  Flocks.  Egg-type 
chicken  breeding^  flocks  that  are  classi- 
fied '  U.S.  S.  Enteritidis  Monitored" 
under  the  National  Poultry  Improve- 
ment Plan  (NPIP).  or  meet  the  require- 
ments of  a  State  classification  plan  de- 
termined by  the  Administrator  to  be 
equivalent  to  the  NPIP,  in  accordance 
with  f  145J8(d)  of  this  chapter. 

Egp  production  flock.  A  flock  main- 
tained for  the  purpose  of  producing 
eggs  for  human  consumption. 

Federal  representative.  An  Individual 
employed  and  authorized  by  the  Fed- 
eral government  to  perform  the  taslcs 
required  by  this  subpart. 

Flock.  All  of  the  poultry  on  one 
premise. 

Hatching  eggs.  Eggs  in  which  young 
chickens  are  allowed  to  develop. 

Infected  flock.  A  flock  Uiat  does  not 
contain  separate  poultry  houses  as  de- 
fined by  this  section,  and  in  which  any 
poultry  has  tested  positive  for  Sal- 
monella enteritidis  serotype  enteritidis  in 
accordance  with  the  blood  and  Internal 
organ  tests  of  §82.82(0)  or  (e)(2)  of  this 
subpart. 

Infected  poultry  house.  A  poultry 
house  containing  chickens  determined 
to  be  Infected  with  SabnoneUa  enteritidis 
serotype  enteritidis  in  accordance  with 
§  82.32(c)  or  (eK2)  of  this  subpart. 

Internal  organs.  All  internal  organs 
except  for  the  lungs  and  organs  of  the 
gastrointestinal  tract. 

Interstate.  From  one  State  into  or 
through  any  other  State. 

Move  (moving,  moved,  movement). 
Shipped,  offered  for  shipment  to  a  com- 
mon carrier,  received  for  transpor- 
tation or  transported  by  a  common 
carrier,  or  carried,  transported,  moved, 
or  allowed  to  be  moved  by  any  means. 

Multiplier  breeding  flock.  A  flock  that 
is  Intended  for  the  production  of  hatch- 
ing eggs  used  lor  the  purpose  of  pro- 
ducing progeny  for  commercial  egg 
production. 


323 


§d2.31 

Newly-hatched  chicks.  Chicks  that 
have  not  been  fed  or  watered  for  the 
first  time. 

Poultry.  Chickens  of  all  ages,  includ- 
ing eggs  for  hatching. 

Poultry  house  A  building  or  other 
structure  used  to  house  poultry. 

Primary  breeding  flock.  A  flock  com- 
posed of  one  or  more  generatlona  tiiat 
is  maintained  for  the  purpose  of  estab- 
lishing or  continuinpr  multiplier  breed- 
ing flocks  for  the  ultimate  purpose  of 
commercial  egg  production. 

Separate  poultry  house.  A  poultry 
house  that  has  been  determined  by  a 
Federal  or  State  representative  to  have 
biosecurity  to  prevent  the  trans- 
mission of  oommunlcaUe  disease  to 
other  poultry  houses.  Biosecurity 
means  that  flock  management  proce- 
dures are  in  place  to  ensure  that  there 
is  no  contact  between  poultry  houses 
through  exposure  to  chickens,  feed, 
water,  manure,  equipment,  or  per- 
sonnel from  other  poultry  houses. 

State.  Any  State,  the  District  of  Co- 
lumbia, Puerto  Rico,  Guam,  the  North- 
ern Mariana  Islands,  the  Virgrln  Islands 
of  the  United  States,  and  any  other 
territory  or  possession  of  the  United 
States. 

state  representative.  An  individual  em- 
ployed in  animal  health  work  and  au- 
thorized by  a  State  or  political  subdivi- 
sion of  a  State  to  perform  the  tasks  re- 
quired  by  this  subpart. 

Study  flock.  A  flock  determined  in  ac- 
cordance with  §  82.32(a)  of  this  part  to 
be  a  study  flock,  based  on: 

(1)  A  determination  by  a  Federal  rep- 
resentative or  State  representative 
through  epidemiologic  investigation 
that  the  flock  is  the  probable  source  of 
disease  in  an  outbreak  of  disease  in 
poultry  or  humans  caused  by  Sal- 
monella enteritidis  serotype  enteritidis, 
or 

(2)  A  determination  by  a  Federal  rep- 
resentative or  State  representative 
that  the  flock  has  received  progeny 
f^^m  a  primary  breeding  flock  or  mul- 
tiplier breeding  flock  that  has  had  a 
positive  organ  sample  in  accordance 
with  §  145.23(d)  of  this  chapter,  after  the 
date  of  the  last  negative  environmental 
sample  for  the  primary  breeding  flock 
or  multiplier  breeding  flock  in  accord- 
ance with  §145.23Cd)  of  this  chapter. 
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Test  flock.  A  flock  that  does  not  con- 
tain separate  poultry  houses  as  defined 
by  this  section,  and  in  which  any  ma- 
nure and  egg  transport  machinery  sam- 
ples have  tested  positive  for  Salmonella 
enteritidis  serotype  enteritidis  In  accord- 
ance with  §  82.32(b)  or  (b)(2)(ii)  of  this 
subpart. 

Test  poultry  house.  A  poultry  house 
determined  in  accordance  with  § 82.32(b) 
or  (b)(2)(iii)  of  this  subpart  to  have 
tested  positive  for  StUmon^ki  erUeritidU 
serotype  enteritidis  by  isolation  of  the 
bacterium  from  one  or  more  manure  or 
egg  transport  machinery  samples,  and 
designated  for  blood  and  internal  organ 
testing  in  accordance  with  1 82.39(0)  of 
this  subpart. 

[56  FR  3738.  Jan,  30.  1991.  us  amended  at  57 
FR  778.  Jan.  9.  1992;  59  FR  67613,  Dec.  30,  1994; 
61  FR  11617.  Mar.  21, 1806;  66  FR  21062.  Apr.  27, 
2001] 

laa^l  ApplieaMlity. 

The  regulations  in  this  subpart  apply 
only  to  primary  and  multiplier  breed- 
ing flocks  used  for  the  purpose  of  pro- 
ducing progeny  for  commercial  egg 
production,  and  to  egg  production 
flocks  used  for  the  purpose  of  pro- 
ducing table  eggs  for  sale  or  other  dis- 
tribution in  interstate  commerce  or  for 
export. 

SSSaSS  Identification  of  stn^y  WwehSi 

test  poultrv  houses,  test  fiocks,  in- 
fSeeted  poultty  houses,  and  infected 
flodos. 

Only  a  Federal  repreeentatiTe  or 
State  representative  3  may  make  a  de- 
termination In  accordance  with  this 
subpart  that  an  egg  production  flock  is 
a  study  flock,  a  test  flock,  or  an  in- 
fected flock,  or  that  a  poultry  house  is 
a  test  poultry  house  or  an  infected 
poultry  house.  The  Federal  representa- 
tive or  State  representative  shall  also 
determine  which  subunits  of  a  flock 
meet  the  definition  of  a  separate  poul- 
try house  in  §82.30  of  this  subpart.  Im- 
mediately after  a  study  flock,  test 
flock,  infected  flock,  test  poultry 


'The  location  of  Federal  or  State  rep- 
resentatives can  be  obtained  by  wrltin?  to 
the  Animal  and  Plant  Health  Inspection 
Service,  Veterinary  Services,  Center  for 
Planning.  Oartifloatlon,  and  Monitoring,  4700 
River  Road  Unit  46.  Bivradale,  Msnrland 
20737-1231. 
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lionse,  or  infected  poultry  bouse  is 

identified,  a  Federal  representative  or 
a  State  representative  shall  notify  in 
writing  the  person  in  control  of  the 
flock  that  his  or  her  flock  has  been  de- 
termined to  be  a  study  flock,  test 
flock,  or  infected  flock,  or  that  speci- 
fied poultry  houses  in  the  flock  have 
been  determined  to  be  test  poultry 
houses  or  Infected  poultry  houses.  At 
any  time  after  such  notification,  the 
person  in  control  of  such  flock,  test 
poultry  house,  or  Infected  poultry 
bouse,  upon  request  of  a  Federal  rep- 
resentative or  a  State  representative, 
shall  make  available  for  review  and 
copying  all  records  maintained  in  ac- 
cordance with  7  OFR  59.200*  and  all 
other  rpcords  of  the  shipment  of  poul- 
try and  poultry  products  to  and  from 
the  flock. 

(a)  Study  flocks.  An  egg  production 

flock  shall  be  determined  to  be  a  study 
flock  under  the  circumstances  de- 
scribed in  paiagraphs  (aKD  or  (a)(2>  of 
this  section: 

(H  Tlie  Administrator  determines 
that  the  flock  has  been  implicated  as 
the  probable  source  of  disease  in  an 
outbreak  of  disease  in  humans  or  poul- 
try caused  by  Salmonella  enteritidis 
serotype  enteritidis.  The  Administrator 
shall  make  such  a  determination  after 
he  or  she  determines  that: 

(1)  Epidemiologic  reports  from  Fed- 
eral or  State  health  agencies  identify 
the  cause  of  the  outbreak  as  Salmonella 
enteritidis  serotype  enteritidis: 

(il)  Eg^  were  the  iwrobable  source  of 
the  Salmonella  enteritidis  serotype 
enteritidis  organisms  that  caused  the 
outbreak;  and 

(ili)  Shipping  records  or  other  evi- 
dence reveal  that  the  probable  source 
of  the  eggs  was  the  flock  determined  to 
be  a  study  flock. 

(2)  A  Federal  representative  or  a 
State  representative  determines  that 


*la  accordance  with  7  OFR  89.900,  persons 

en^fapred  in  the  business  of  transpoitini; . 
ahipping,  receiving,  lioldlag*  or  handling  eggs 
or  ef^K  products  In  commerce  Shall  maintain 
record.-;  for  two  years  showinir  the  receipt, 
delivery,  sale,  movement,  and  disposition  of 
all  efTKB  and  e^?  products  handled  by  them, 
and  shall,  upon  the  request  of  an  authorized 
representative  of  the  Secretary,  permit  Mm. 
at  reasonable  times,  to  have  access  to  and  to 
copy  all  such  records. 


the  flock  has  received  progeny  fj^om  an 

euu  t  .  ite  chicken  breeding  flock  that 
has  had  Salmonella  enteritidis  serotyiw 
enteritidis  recovered  from  the  internal 
organs  of  one  or  more  chlokenB 
thioutrh  testing  in  accordance  with 
§  145.23(d)  of  this  chapter,  at  any  time 
since  the  last  negative  environmental 
sample  tested  for  that  egg-type  chick- 
en breeding  house  in  accordance  with 
§145.23(d)  of  thi.s  chapter. 

(b)  Test  poultry  houses  and  test  flocks. 
A  a  separate  poultry  house  in  a  study 
flock  shall  be  determined  to  be  a  test 
poultry  house  if  manure  and  egg  trans- 
port machinery  samples  from  the  house 
are  collected  and  tested  in  accordance 
with  this  paragraph  and  one  or  more  of 
the  samples  from  the  house  tests  posi- 
tive lor  Salmonella  enteritidis  s('!otype 
enteritidis.  The  entire  flock  shall  be  de- 
termined to  be  a  test  flock  if  the  flock 
does  not  contain  separate  poultry 
houses  as  defined  in  §82.30  of  this  chap- 
ter, and  if  manure  and  egg  transport 
machinery  samples  firom  any  poultry 
house  in  the  flock  test  positive  for  5*0/- 
monclla  enteritidis  serotype  enteritidis  in 
accordance  with  this  paragraph.  A 
study  flock  shall  be  determined  to  be  a 
test  flock  if  the  person  in  control  of 
the  Hock  has  refused  to  schedule  col- 
lection of  samples  in  accordance  with 
paragraph  (b)(1)  of  this  section  within 
48  hours  of  the  time  the  person  in  con- 
trol of  the  flock  was  notified  in  writing 
by  a  Federal  representative  or  a  State 
representative  that  his  flock  was  deter- 
mined to  be  a  study  flock,  or  if  the  ac- 
tions of  the  person  in  control  of  the 
flock  prevent  completion  of  collection 
of  samples  in  accordance  with  para- 
gnqjth  (b)(1)  of  this  section  within  15 
days  of  the  time  the  person  in  control 
of  the  flock  was  notified  by  a  Federal 
representative  or  a  State  representap 
tive  that  his  flock  was  determined  to 
V)e  a  study  flock.  If  a  Fe<leral  represent- 
ative determines  on  the  basis  of  epi- 
demiologic investigation  that  any 
flock  is  the  probable  source  of  disease 
in  three  or  more  outbreaks  of  disease 
in  humans  caused  by  Salmonella 
enteritidis  serotype  enteritidis,  that 
flock  shall  be  determined  to  be  a  test 
flock:  however,  such  test  flocks  shall 
have  environmental  samples  collected 
and  tested  in  accordance  with  para- 
graphs (b)(1)  and  (d)  of  this  section,  and 
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any  separate  poultry  houses  that  test 
negative  in  accordance  with  paragraph 
(d)  of  Uiis  section  shall  be  released 
from  test  poultry  house  status. 

(1)  Sample  collection.  A  Federal  rep- 
resentative or  a  State  representative 
shall  initiate  testing  of  each  study 
flock  by  collectiiig  the  following  sam- 
ples for  testing: 

(1)  Manure  samples.  The  Federal  rep- 
resentative or  State  representative 
shall  collect  two  simultaneous  manure 
samples  fkrom  each  row  of  cages,  or 
from  the  floor  area  if  there  are  no 
cacres,  using  a  sterile  4-inch  by  4-inch 
gauze  sponge  for  each  sample.  The  ma- 
nure sample  shall  be  collected  by  fiu- 
tening  the  gauze  sponges  to  the  scraper 
frame  and  running  the  scraper  the  full 
length  of  the  row  of  cages,  if  a  manure 
scraper  is  used  on  the  row;  otherwise, 
collect  the  manure  sample  by  dragging 
the  swab  along  the  manure  pile  be- 
neath the  cages,  or  once  along  the  full 
length  of  the  floor  If  there  are  no 
cages.  The  gauze  sponges  used  to  col- 
lect manure  samples  shall  be  placed  in 
an  18-ounce  whirl-pak  plastic  bag  con- 
taining double  strength  skim  milk,  and 
the  bag  shall  be  marked  with  the  loca> 
tion  of  the  row  or  floor  area  tcom 
which  the  sample  is  taken. 

(ii)  Egg  transport  machinery  samples. 
The  Federal  representative  or  State 
representative  shall  collect  one  egg 
transport  machinery  sample  from  each 
row  of  cages  by  wiping  the  egg  trans- 
port belt  and  egg  escalator,  using  a 
sterile  4-inch  by  4-lnch  gauze  sponge 
for  each  sample.  The  gauze  sponge  used 
to  collect  egg  transport  machinery 
samples  for  each  row  shall  be  placed  in 
an  18-ounce  whirl-pak  plastic  bag  con- 
taining double  strength  skim  milk,  and 
the  bag  shall  be  marked  with  the  loca- 
tion of  the  row  from  which  the  sample 
is  taken. 

(2)  Release  from  test  poultry  house  or 
test  flock  statiis;  post-release  sampling 
and  testing,  (i)  A  Federal  or  State  rep- 
resentative shall  determine  that  a  sep- 
arate poultry  house  is  no  longer  a  test 
poultry  house,  or  that  a  flock  is  no 
longer  a  test  flock,  and  shall  notify  in 
writing  the  person  in  control  of  the 
house  or  flock  of  that  determination, 
after  the  Federal  or  State  representa- 
tive determines  that,  after  the  house  or 


flock  has  been  determined  to  be  in  test 

status: 

(A)  The  house  or  floek  has  been  de- 
populated, and  cleanedi  washed,  and 
disinfected  in  accordance  with  §82.37  of 

this  subpart;  or, 

(B)  Blood  and  internal  organ  samples 
ft'om  the  chickens  in  the  house  or  flook 

have  been  collected  and  tested  in  ac- 
cordance with  paragraphs  (c)  and  (d)  of 
this  section  with  no  recovery  of  Sal- 
monella enteritidia  serot3n?e  enteritidlM, 

(il)  For  18  months  following  the  re- 
population  of  a  flock  or  house  released 
from  test  status,  due  to  depopulation, 
cleaning,  washing,  and  disinfeotlOB 
pursuant  to  paragraph  (b)(2)(l)fA)  of 
this  section,  or  for  18  months  following 
release  of  a  flock  or  house  from  test 
status,  due  to  testing  negative  for  iSisl- 
monella  enteritidis  serotype  enteritidis 
pursuant  to  paragraph  (b)(2)(i)fB)  of 
this  section,  the  Administrator  may 
make  such  periodic  ooUection  and  test- 
ing of  samples  from  the  flock  or  house 
as  he  or  she  determine.s  to  be  necessary 
to  ensure  that  the  house  or  Hock  is  free 
of  SaimoneUa  enteritidis  serotype 
enteritidis:  provided:  that  such  sample 
collection  and  testing  will  not  be  per- 
formed if  the  flock  or  house  is  partici- 
pating in  a  voluntary  program  ap- 
proved by  the  Administrator  to  control 
Salmonella  enteritidis  serotype 
enteritidis.  If  one  or  more  manure  or 
egg  transport  machinery  samples  col- 
lected and  tested  in  accordance  with 
the  provisions  of  paragraphs  (b)(1)  and 
(d)  of  this  section  test  positive  for  Sal- 
monella enteritidis  serotype  enteritidis, 
the  flock  or  house  from  which  the  sam- 
ple was  taken  shall  be  determined  to  be 
a  test  flock  or  test  poultry  house.  If 
one  or  more  internal  organ  samidea 
collected  and  tested  in  accordance  with 
the  provisions  of  paragraphs  (c)(2)  and 
(d)  of  this  section  test  positive  for  Sal- 
monella  enteritidis  serotype  enteritidis, 
the  flock  or  house  from  which  the  sam- 
ple was  taken  shall  be  determined  to  be 
an  infected  flock  or  infected  poultry 
house.  If  the  person  in  control  of  the 
flock  or  poultry  house  has  refused  to 
schedule  sample  collection  within  48 
hours  of  the  time  a  Federal  or  State 
representative  requests  such  sample 
collection,  or  has  refused  to  allow  com- 
pletion of  sample  collection  according 
to  the  schedule  set  by  the  Federal  or 
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State  repreeentative,  the  Qock  or  poul- 
try house  shall  be  determined  to  be  In 

test  status. 

(c)  Infected  poultry  houses  and  infected 
flocks.  A  test  poultry  house  shall  be  de- 
termined to  be  an  infected  poultry 
bouse  if  the  house  is  tested  in  accord- 
ance with  this  paragraph  and  Sal- 
moneUa  enteritidis  serotype  enterttidis  is 
recovered  from  the  internal  organs  of 
one  or  more  chickens  in  the  housr  A 
test  flock  shall  be  determined  to  be  an 
infected  flock  if  the  flock  is  tested  in 
accordance  with  this  parasraph  and 
Salmonella  enteritidis  serotype  ejiieritidis 
is  recovered  from  the  internal  organs 
of  one  or  more  chickens  in  the  flock.  If 
Salmonella  enteritidis  serotype  enteritidis 
is  not  recovered  from  the  internal 
organ  samples,  a  second  set  of  blood 
and  internal  organ  samples  flrom  poul- 
try in  that  house  or  flock  shall  be  col- 
lected and  tested  in  accordance  with 
this  paragraph  beginning  not  less  than 
16  days  after  the  date  the  first  internal 
organ  samples  are  collected. 

(1)  Blood  samples.  The  Federal  rep- 
resentative or  State  representative 
eihall  collect  blood  samples  fi:om  900 
chickens  in  each  poultry  honse,  ran- 
{{omly  selected  from  the  cage  banks 
that  provided  manure,  or  egg  transport 
machinery  samples  that  tested  positive 
in  accordance  with  paragraph  (b)(1)  of 
this  section,  and  shall  also  collect 
blood  samples  from  any  chickens  that 
show  clinical  signs  of  infection  with 
Salmonella  enteritidis.  Blood  samples 
shall  be  tested  in  accordance  with  the 
procedures  for  the  stained-antigen, 
rapid,  whole-blood  test  described  in 
f  147.3  of  this  chapter.  The  Federal  or 
State  representative  shall  band  each 
chicken  tested  with  a  band  bearing-  a 
unique  number  identifying  the  chicken 
with  the  blood  test  results. 

(2)  Internal  organ  sa?nples.  The  Fed- 
eral representative  or  State  represent- 
ative shall  collect  a  total  of  60  chick- 
ens firom  each  test  poultry  house,  or 
each  house  of  a  test  flock,  and  send  the 
chickens  to  an  authorized  laboratory 
for  testing  of  internal  organs.  The  Fed- 
eral representative  or  State  represent- 
ative shall  include  in  this  sample  all 
chickens  that  reacted  to  the  blood  test 
in  paragraph  (c)(i)  of  this  section.  If 
SabnoneUa  enteritidis  serotype  enteritidis 
is  recovered  ttom  any  manure,  or  egg 


transport  machinery  samples  tested  in 
accordance  with  paragraph  (b)(l)(i)  of 
this  section,  the  Federal  representative 
or  State  re^sentative  shall  collect 
additional  chickens  from  the  rows  that 
supplied  the  manure,  or  egg  transport 
machinery  samples  from  which  Sal- 
monella enteritidis  serotype  enteritidis 
was  recovered,  to  hrlng  the  total  num- 
ber of  chickens  from  each  house  sub- 
mitted for  internal  organ  testing  to  60. 

(d)  Test  inethods  for  samples.  Blood 
samples  shall  he  tested  either  at  the 
flock  premises  or  at  an  authorized  lab- 
oratory, and  all  other  samples  shall  be 
sent  for  testing  to  an  authorized  lab- 
oratory. Blood  samples  shall  he  tested 
using  a  stained-antigen,  rapid,  whole 
blood  test,  in  accordance  with  §147.3  of 
this  chapter.  Manure,  egg  transport 
machinery,  and  internal  organ  samples 
shall  be  sent  for  testing  to  an  author- 
ized laboratory,  where  they  shall  be 
cultured  for  identification  of  Salmonella 
enteritidis  serotype  enteritidis  as  follows: 

(1)  Manure  and  egg  transport  machin~ 
cry  fiamples.  Place  each  sample  in  ap- 
proximately 10  times  its  volume  of 
Hajna  tetrathionate  or  Mueller- 
Kauffman  tetrathionate  selective  en- 
richment broth,  and  incubate  at  41^0 
for  24  hours.  Use  each  enriched  sample 
to  inoculate  an  agar  plate  of  Brilliant 
green  agar  supplemented  with 
novobiocin  or  XLT4  agar,  and  incubate 
the  plates  at  3TC  for  24  hours.  Inocu- 
late at  least  5  .S^almoneUa-suspect  colo- 
nies from  eacSi  sample  to  slants  of  tri- 
ple-sugar iron  (TSIi  agar  and  lysine- 
iron  (LT)  agar,  and  incubate  at  37°C  for 
24  hours.  Cultuies  showing  typical  re- 
actions on  TSI  or  LI  or  both  shall  be 
screened  with  Group  D  antiserum.  Send 
all  Group  D  isolates  to  the  National 
Veterinary  Services  Laboratories  for 
further  characterisation. 

(2)  InternaJ  orqan  samples.  Place  each 
sample  in  approximately  10  times  its 
volume  of  Hajna  tetrathionate  or 
Mueller-Kauffman  tetrathionate  selec- 
tive enrichment  broth,  and  incubate  at 
37°C  for  24  hours.  Use  each  sample  to 
inoculate  an  agar  plate  of  Brilliant 
green  agar  supplemented  with 
novobiocin  or  XLT4  agar,  and  a  supple- 
mental plate  of  MacConkey  agar  if  so 
desired,  and  incubate  the  plates  at  37'C 
for  24  hours,  ilnooulate  at  least  5  iSin^ 
fnoneKo-suspeot  colonies  flrom  each 
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sample  to  slants  of  TSI  agrar  and  JJL 
Agar,  and  incubate  at  37°C  for  24  hours. 
Cultures  showingr  typical  reactions  on 
TSI  or  LI  or  both  shall  be  screened 

with  Group  D  antisorum.  Send  all 
Group  D  isolates  to  the  National  Vet- 
erinary Services  Laboratories  for  fur- 
ther characterization. 

(e)  Release  from  infected  poultry  house 
status  or  infected  flock  status:  post-re- 
lease sampling  and  testing.  (1>  A  Federal 
or  State  representative  shall  determine 
that  a  house  or  flock  is  no  longer  an  in- 
fected poultry  house  or  an  infected 
flock,  and  shall  notify  in  writing  the 
person  in  control  of  the  house  or  flock 
of  that  determination,  if  the  Federal  or 
State  representative  determines  that, 
after  the  house  or  Hock  has  been  deter- 
mined to  be  infected: 

(1)  The  house  or  flock  has  been  de- 
populated, and  cleaned,  washed,  and 
disinfected  in  accordance  with  §82.37  of 
this  subpart;  or, 

(ii)  Internal  organ  samples  from  the 
chickens  in  the  house  or  flock  have 
been  collected  and  tested  in  accordance 
with  paragraphs  (c)  and  (d)  of  this  sec- 
tion, with  no  recovery  of  Scdmonelta 

entcritidis  smoly  ]k-  m  ti'rifidis . 

(2)  For  18  HionLhs  following  the  re- 
popalation  of  a  flock  or  house  released 

from  Infected  status,  due  to  depopula- 
tion. cleaninLc.  washing,  and  disinfec- 
tion pursuant  to  paragraph  (e)(.l)(i)  of 
this  section,  or  for  18  months  following 
release  of  a  flock  or  house  from  in- 
fected status,  due  to  testing  negative 
for  Salmonella  enteritidis  serotype 
enteriUdis  pursuant  to  paragraph 
(eulXii)  of  this  section,  the  Adminis- 
tratoi-  may  make  such  pei-iodir  collec- 
tion and  testing  of  samples  from  the 
flock  or  house  as  he  or  she  determines 
to  be  necessary  to  ensure  that  the 
house  or  flock  is  free  of  Salmonella 
enteritidis  serotype  enteritidis;  provided: 
that  such  sample  collection  and  testing 
will  not  be  performed  if  the  flock  or 
house  is  participating  in  a  voluntary 
program  approved  by  the  Adminis- 
trator to  control  ScUmoneUa  enteritidis 
serotype  enteritidis.  If  one  oi-  more  ma- 
nure or  etrtr  transport  machinery  sam- 
ples collected  and  tested  in  accordance 
with  the  provisions  of  paragraphs  (b)(1) 
and  fd)  of  this  section  test  positive  for 
Suhnonelhi  enteritidis  serotype 

enteritidis,   the   flock   or  house  from 


which  the  sample  was  taken  shall  be 
determined  to  be  a  test  flock  or  test 
poultry  house.  If  one  or  more  internal 
organ  samples  collected  and  tested  In 
accordance  with  the  provisions  of  para- 
graphs (c)(2)  and  (d)  of  this  section  test 
positive  for  Salmonella  enteritidis 
serotjrpe  enteriiidi8t  the  flock  or  house 
from  which  the  sample  was  taken  shall 
be  (letprmlned  to  be  an  infected  flock 
or  infected  poultry  house,  Ii  the  person 
in  control  of  the  flock  or  poultry  house 
has  refused  to  schedule  sample  collec- 
tion within  48  hours  of  the  time  a  Fed- 
eral or  State  representative  requests 
such  sample  collection,  or  has  reftased 
to  allow  completion  of  sample  collec- 
tion according  to  the  schedule  set  by 
the  Federal  or  State  representative, 
the  flock  or  poultry  house  shall  be  de- 
termined to  be  in  test  status. 

[56  PR  8788.  Jan.  30.  IS'  ■!  -'^  FR  11062.  Mar.  15. 
1991.  as  amended  at  ")7  FK  779.  Ium.  <j.  1992:  59 
FR  67613,  Dec.  30.  1994;  66  FK  21062,  Apr.  27, 

aool] 

§82.33  Interstate  movement  or  export 
of  articles  from  test  poultry  hOMeSy 
test  flocks,  infected  poultry  hwlOTt, 

and  infected  flocks. 

Eggs,  live  chickens,  cages,  coops, 
containers,  troughs,  and  other  equip- 
ment, and  manure  may  be  moved  inter- 
state from  a  test  poultry  house,  test 
flock,  infected  poultry  house,  or  in- 
fected flock  only  in  accordance  with 
this  section. 

(a)  Eetrs  that  aie  crushed  and  dena- 
tured or  otherwise  denatured  to  deter 
ttieir  use  as  human  food  in  accordance 
with  7  CFR  part  59  may  be  moved 
interstate  from  a  test  poultry  house, 
test  flock,  infected  poultry  house,  or 
infected  flock  without  farther  restric- 
tion under  this  subpart;  except  that.  If 
the  restricted  eggs  are  destined  for  use 
as  a  protein  or  mineral  supplement  in 
animal  feed,  the  eggs  may  be  moved 
interstate  only  for  pasteurization. 
Other  eggs  may  be  moved  interstate 
from  a  test  poultry  house,  test  flock, 
infected  poultry  house,  or  infected 
flock  only  foi  pasteurization  at  an  egg 
products  plant  inspected  by  the  Agri- 
cultural  Marketing  Service  in  accord- 
ance with  7  CFR  part  69,  or  for  hard 
cooking^  at  an  egg  products  plant  oper^ 
ating  under  the  Amicultural  Mar- 
keting Service  Voluntary  Egg  Products 
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Inspection  Service  in  accordance  with  7 
CFR  part  55,  or  directly  to  a  port  for 
export  from  the  United  States.  Such 
eggs  may  only  be  moved  If: 

(1)  A  permit  has  been  obtained  for 
the  interstate  movement  or  export  in 
accordance  with  §82.35  of  this  subpart, 
and 

(2)  The  eggs  are  moved  in  a  com- 
pletely enclosed  compartment  of  a  ve- 
hicle that  has  had  a  seal  applied  to  it 
by  a  Federal  or  State  representative^ 
immediately  prior  to  movement. 

Such  eggs  may  not  be  unloaded  during 

transit.  For  eggs  moved  to  an  etr^r  prod- 
ucts plant,  a  Federal  or  State  rep- 
resentative shall  break  the  vehicle's 
seal  at  the  plant.  If  the  Federal  or 
state  representative  finds  that  the 
cargo  compartment  of  the  vehicle  is 
contaminated  with  material  from  bro- 
ken eggs,  or  other  material  or  litter 
that  could  spread  Salmonella,  he  or  she 
shall  order  the  operator  of  the  vehicle 
to  clean  and  disinfect  the  compartment 
in  aooordanoe  with  |71.7  of  this  chapter 
prior  to  the  time  tlie  vehicle  leaves  the 
premises  of  the  egg  products  plant. 

(b)  Live  chickens  may  be  moved 
Interstate  ftom  a  test  poultry  house, 
test  flock,  infected  poultry  house,  or 
infected  flock  only  if: 

(1)  A  permit  has  been  obtained  for 
the  interstate  movement  in  accordance 
with  §82.36  of  this  subpart; 

(2)  The  chickens  are  moved  interstate 
to  a  Federally  inspected  slaughtering 
establishment, 

(8)  The  chickens  are  Slaughtered 
within  24  hours  of  arrival  at  the  Feder- 
ally inspected  slaughtering  establish- 
ment; and 

(4)  The  wheels  and  exposed  surfaces 
of  the  vehicle  used  to  move  the  chick- 
ens are  cleaned  and  disinfected  in  ac- 
cordance with  §71.7  of  this  chapter 
after  the  chickens  are  unloaded  and 

prior  to  the  time  the  vehicle  leaves  the 
premises  of  the  slaughtering  establish- 
ment. 


*The  locatioii  of  Federal  or  State  rep- 
resentatives can  be  obtained  by  writing-  to 
the  Auimal  and  Plant  Health  Inspection 
Smrioe,  VeterliuaT  Servioes,  Oenter  for 

Planning.  Certification,  and  Monitoring:,  4700 
River  Road  Unit  46.  Riverdale,  Maryland 
30737-1231. 


(c)  Cages,  coops,  containers,  troughs, 
and  other  equipment  may  be  moved 
interstate  from  a  test  poultry  house, 
test  flock,  infected  poultry  house,  or 
infected  flock  only  ift 

(1)  A  permit  has  been  obtained  for 
the  interstate  movement  in  accordance 
with  §82.35  of  this  subpart; 

(2)  The  equipment  is  made  of  hard 
plastic  or  metal, 

(3)  The  equipment  has  been  cleaned 
and  disinfected  in  accordance  with 
§71.7  of  this  chapter. 

(4)  The  equipment  was  inspected  by  a 
Federal  or  State  representative  after  it 
was  cleaned  but  before  it  was  dis- 
infected, and  then  was  disinfected  in 
the  presence  of  a  Federal  or  State  rep- 
resentative; and 

(5)  The  wheels  and  exposed  surfiaces 
of  the  vehicle  used  to  move  the  equip- 
ment are  free  of  manure  at  the  time 
the  equipment  leaves  the  premises  of 
the  test  or  infected  poultry  house. 

(d)  Manure  may  be  moved  interstate 
firom  a  test  poultry  house,  test  flock. 
Infected  poultry  house,  or  infected 
flock  only  if:  A  permit  has  been  ob- 
tained for  the  interstate  movement  in 
accordance  with  §82.35  of  this  subpart; 
the  wheels  and  exposed  surfaces  of  the 
vehicle  used  to  move  the  manure  are 
tree  of  manure  at  the  time  the  manure 
leaves  the  premises  of  the  flock;  and 
the  manure  is  moved  interstate  for  one 
of  the  following  purposes: 

(1)  Burial, 

(2)  Spreading  and  turning  under  on 

fields  not  used  for  grazing  or  poultry 

production:  or 

(3)  Composting  in  a  covered  compost 
heap  for  a  period  of  at  least  one  month. 

[56  FR  3738,  Jan.  30,  1991,  as  amended  at  59 
FR  67813.  Deo.  80,  19B4;  06  FR  21082,  Apr.  37, 
2001] 

§82.34  Interstate  movement  of  hatoho 
ing  eggs  and  newly-hatohed  chicks. 

No  hatching  eggs  or  newly-hatched 
chicks  from  egg-type  chicken  breeding 
flocks  may  be  moved  interstate  unless 
they  are  classified  "U.S.  S.  Ehiteritidis 
Monitored"  under  the  National  Poultry 
Improvement  Plan  (NPIP).  or  meet  the 
requirements  of  a  State  classification 
plan  determined  by  the  Administrator 
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to  be  equivalent  to  the  NPIP,  in  ac- 
cordance with  §  145.23(d)  of  this  chap- 
ter. Flocks  which  meet  this  require- 
ment are  designated  Certified  Sal- 
moiudia  cfitvritidis  serotype  enteritidis 
Tested  Free  Flocks.  . 

[86  FR  3738.  Jan.  30.  1991.  as  amended  at  61 

FR  11517,  Mar.  21, 1996] 

§  82.35  Ismumce  of  permits. 

Permits  required  by  this  part  may  be 
obtained  by  the  owner  of  poultry  or 
other  Items,  or  the  agent  of  the  owner, 
by  applying  in  writing  to  a  Federal  rep- 
resentative.^ The  application  shall 
specify  the  following:  The  name  and 
mailing  address  of  the  owner  of  the 
poultry  or  othei-  items  to  be  moved,  or 
the  name  and  address  of  the  agent  of 
the  owner;  the  name  and  mailing  ad- 
dress of  the  person  who  will  receive  the 
poultry  or  other  items;  the  street  ad- 
dresses of  both  the  origin  and  destina- 
tion of  the  shipment;  the  number  and 
types  of  ponltiT  and  other  Items  to  be 
moved;  and  the  reason  for  their  move- 
ment. An  application  for  a  permit  to 
move  eggs  for  export  in  accordance 
with  f 82.83(a)  of  this  subpart  must  also 
include  a  written  statement  sLened  by 
the  exporter  stating  that  the  proposed 
exportation  meets  the  requirements  of 
the  Federal  Food,  Drug,  and  Ck>smetlc 
Act  (21  U.S.O.  801  et  seq.). 

S82.S6  Denial  and  withdrawal  of  per- 
mits. 

(ai  DevinJ.  Tf  a  Federal  representative 
denies  a  request  for  a  permit,  he  or  she 
will  send  the  applicant  a  written  notice 
of  the  denial,  explaining  why  the  per- 
mit was  denied. 

(b)  Withdrawal.  If  a  Federal  rep- 
resentative determines  that  the  holder 
of  a  permit  la  violating  either  the  regu- 
lations or  a  condition  specified  in  the 
permit,  he  or  she  may  withdraw  the 
permit  by  notifying  the  holder  of  the 
permit  of  its  withdrawal,  orally  or  in 
writing-.  If  the  notice  was  oral,  a  writ- 
ten notice  of  the  withdrawal,  explain- 
ing why  the  permit  was  withdrawn, 
will  follow. 

(c)  Appeals.  Denial  or  withdrawal  of  a 
permit  may  be  appealed  in  writing  to 
the  Administrator  within  10  days  after 
receipt  of  the  written  notice  of  denial 


"See  Footnote  4  to  §82.33  of  this  part. 


or  withdrawal.  The  appeal  must  tell 
the  Administrator  what  material  facts 
are  in  dispute.  A  hearing  will  be  held 
with  respect  to  any  disputed  material 
facts.  In  aocordance  with  rules  of  prac- 
tice which  shall  be  adopted  by  the  Ad- 
ministrator for  the  proceeding-;  how- 
ever, the  withdrawal  or  denial  shall 
continue  in  effect  pending  the  comple- 
tdon  of  the  proceeding,  and  any  Judlolal 
review  thereof,  unless  otherwise  or- 
dered by  the  Administrator. 

S  82.37    Cleaning,    washing,    and  dis- 
infection of  depopulated  infwited 

poultry  houses. 

Tf  any  infected  poultry  house  is  de- 
populated'', the  poultry  house  shall  be 
cleaned,  washed,  and  disinfected  as  fol- 
lows between  the  time  the  poultry 
house  is  depopulated  and  the  time  the 
new  birds  arrive  at  the  premises.  All 
manure  and  litter  must  be  removed 
from  the  house  to  an  Isolated  area 
where  there  is  no  opportunity  for  dis- 
semination of  disease  organisms;  all 
surfaces  in  the  house  (except  dirt 
floors)  must  be  scrubbed  with  hot. 
soapy  water  and  rinsed;  and  all  sur- 
faces in  the  house  must  be  sprayed  in 
accordance  with  the  label  directions 
with  a  disinfectant  which  is  registered 
by  the  U.S.  Environmental  Protection 
Agency  as  germicidal,  and  which  is  ef- 
fective against  Salmonella  enteritidis 
serotype  enteritidisJ  The  owner  or  per- 
son In  control  of  the  infected  poultry 
house  must  request  a  Federal  or  State 
representative  to  inspect  the  poultry 
house  after  it  is  disinfected  but  before 
it  is  restocked  with  new  chickens,  and 
deanlng,  washing,  and  dislafiBotion 
shell  not  be  considered  completed  until 


«Upon  request  of  the  flock  owner.  APHIS 
will  conduct  environmental  testing  for  Sal- 
monellae  of  depopulated  poultry  houses  be- 
tween the  time  they  aie  disinfected  and  the 
time  they  are  restocked. 

V  A  list  of  some  disinfectant  solnttons  reff- 
istered  by  the  U.S.  Environmental  Protec- 
tion Agency  as  germicidal  that  aie  effective 
against  Sabnonetta  enteritidis  serotype 
enteritidis  may  be  obtained  by  writinsr  to  the 
Animal  and  Plant  Health  Inspection  Service. 
Veterinary  Servicee,  Center  for  Planning. 
(3ertlfloatlon.  and  Monitoring,  4700  Biver 
Road  Unit  46,  Riverdale,  Maryland  20787-1381. 
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the  Federal  or  State  representative  de- 
termines the  procedures  have  been 
properly  performed. 

[56  FR  3738,  Jan.  30.  1991.  as  amended  at  59 
FR  67618,  Dec.  30,  19M;  08  FR  21062,  Apr.  27, 
2001] 

iSiJSS  Moattoring  oih«r  ^ultry 
houses  on  premises  containing  in- 
fected poultry  houa^;  monitoring 
poultry  houses  geleMad  flponi  in* 
fected  poultry  home  status. 

(a)  This  paragraph  applies  to  any 
poultry  house  that  is  in  test  poultry 
house  status  at  any  time  when  any 
other  poultry  house  on  the  same  prem- 
ises is  in  infected  poultry  house  status. 
If  any  such  test  poultry  house  is  re- 
leased from  test  poultry  house  status 
in  accordance  with  S82.32(bK2)  of  this 
subpart,  the  poultry  in  the  former  test 
poultry  house  will  be  tested  a  third 
time  with  the  blood  and  internal  organ 
tests  required  by  §82.82  (c)  and  (d)  of 
this  subpart,  within  45  to  60  days  fol- 
lowing the  date  the  house  was  released 
from  test  hou^e  status.  If  this  blood 
and  internal  organ  monitoring  test  has 
positive  results,  the  poultry  house  will 
be  determined  to  be  an  infected  poultry 
house  in  accordance  with  §82.32  (c)  and 
(d)  of  this  subpart. 

(b)  All  other  poultry  houses  on  a 
premises  containing-  an  infected  poul- 
try house,  except  any  test  poultry 
house,  shall  nndergo  monitoring  tests 
as  follows  ftom  the  date  the  flock 
owner  is  notified  of  the  determination 
of  an  infected  house  until  120  days  after 
the  date  infected  house  status  Is  re- 
moved from  all  poultry  houses  on  the 
premises.  A  Federal  representative  or 
State  representative  shall  collect  ma- 
nure and  egg  transport  machinery  sam- 
ples  from  each  house  in  accordance  wth 
§ 82.32(b)  of  this  subpart,  at  intervals  of 
not  less  than  45  days  and  not  more 
than  00  days.  If  the  samples  firom  any 
house  test  positive  In  accordance  with 
182.32(d)  of  this  subpart,  that  house 
shall  be  determined  to  be  a  test  poultry 
house  in  accordance  with  §  82.32(b)  of 
this  subpart. 

(c)  The  poultry  in  any  infected  poul- 
try house  that  is  released  from  infected 
poultry  house  status  in  accordance 
with  §  82.32(e)  of  this  subpart  must  be 
tested  a  third  time  with  the  blood  and 
internal    organ    test    required  by 


§  82.32(c)  of  this  subpart,  within  45  to  60 
days  following  the  date  the  house  was 
released  from  infected  poultry  house 
status.  If  tlds  blood  and  internal  organ 
monitoring  test  has  positive  results, 
the  poultry  house  will  be  determined  to 
be  an  infected  poultry  house  in  accord- 
ance with  182.83(0)  of  this  subpart. 

PART  85— PSEUDORABIES 

Sec. 

85.1  Definitions. 

85.2  Notice  relating  to  the  existence  of  the 
contagion  of  pseudorabies. 

85.3  General  restriction. 

85.4  Interstate  movement  of  livestock. 

85.5  Interstate  movement  of  infected  swine 
or  exposed  swine. 

85.6  Interstate  movement  of  pseudorabies 
vaccinate  swine,  except  swine  from 
qualified  Negative  gene^tered  vao- 
clnated  herds,  not  known  to  be  infiBOted 
with  or  exposed  to  pseudorabies. 

85.7  Interstate  movement  of  swine  not  vac- 
cinated for  pspiidorabies  and  not  known 
to  be  infected  with  or  exposed  to 
pseudorabies. 

85.8  Interstate  movement  of  swine  from  a 
qualified  negative  gene-altered  vac- 
cinated herd. 

85.9  Other  Interstate  movements. 

85.10  Interstate  movement  of  swine  semen 
and  swine  embryos  for  Insemination  of  or 
implantation  into  swine. 

85.11  Permits  and  certificates. 

85.12  Cleaning'  and  disinfecting  means  of 
conveyance. 

85.13  Cleaning  and  disinfecting  livestock 
markets  and  other  facilities. 

AUTHORrrv:  21  U.S.C.  111-113.  115,  117,  120, 
121.  123  126,  134b.  and  134fi  7  OFR  2.22,  2.80. 
and  371.4. 

Source:  44  FR  10309.  Feb.  16,  1»79,  unless 

otherwise  noted. 

§  85.1  Definitions. 

For  purposes  of  this  part,  the  fol- 
lowing terms  mean: 

Accredited  {veterinarian.  A  veteri- 
narian approyed  by  the  Administrator 

in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1,  2,  3,  and  11  of 
subchapter  A,  and  subchapters  B,  O, 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
state-federal  disease  control  and  eradi- 
cation programs. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
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Service,  or  any  person  authorlxfid  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Sevlce.  The  Animal  and  Plant  Health 

Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

Approved  differeniiai  pseudorabiea  test. 

Any  test  for  the  diagrnosls  of 
pseudorabies  that:  (a)  Can  distlnRuish 
vaccinated  swine  from  infected  swine; 
(b)  Is  produced  under  license  firom  the 
Secretary  of  Agriculture  under  the 
Virus-Serum-Toxin  Act  of  March  4, 
1913,  and  subsequent  amendments  (21 
U.S.C.  151  et  seq.)  with  IndicationB  for 
use  in  the  Cooperative  State-Federal 
Pseudorabies  Eradication  Program; 
and  (c)  Is  conducted  in  a  laboratory  ap- 
proved by  the  Administrator.^ 

Approved  livettodc  market.  A  stock- 
yard, livestock  market,  buying  station, 
concentration  point  or  any  other  prem- 
ises under  State  or  Federal  veterinary 
supervision  where  swine  are  assembled 
for  sale  or  sale  purposes,  and  which  has 
been  approved  by  the  Administrator 
under  §71.20  of  this  chapter.^.  timflKS 


'The  names  and  addresses  of  laboratories 
approved  by  the  Admimstrator  to  conduct 
approved  differential  pseudorabies  tests  are 
published  in  the  Notices  Section  of  the  FED- 
ERAL Register.  A  list  of  approved  labora- 
tories Is  also  available  upon  request  from  the 
Animal  and  Plant  Health  Inspection  Srrvit  r, 
Veterinary  Services,  Operational  Support, 
4700  River  Road  Unit  38.  Rlverdale,  Maryland 
20737  1231.  State.  Federal,  and  university  lab- 
oratories will  be  approved  by  the  Adminis- 
trator wben  he  or  she  determines  that  the 

laVjoratory:  (a)  Employs  personnel  trained  at 
the  National  Veterinary  Services  Labora- 
tories assigned  to  snpervise  the  testing:  (b) 
follows  standard  test  protocols;  (c)  meets 
check  test  proficiency  requirements;  and  (d) 
will  report  all  test  results  to  State  and  Fed- 
eral animal  health  officials.  Before  the  Ad- 
ministrator may  withdraw  approval  of  any 
laboratory  for  failure  to  meet  any  of  these 
conditions,  the  Administrator  mu.st  pive 
written  notice  of  the  proposed  withdrawal  to 
the  director  of  the  laboratory,  and  must  give 
the  direct 01'  an  opportunity  to  respond.  If 
there  are  conflicts  as  to  any  material  fact,  a 
hearing  will  be  held  to  resolve  the  conflict. 

-Xotices  containing  lists  of  such  approved 
livestock  markets  are  published  in  the  Fed- 
eral RBGiaTBR.  Information  concerning  live- 
stock markets  can  be  obtained  from  the  Vet- 
erinarian in  Charge.  Veterinary  Services. 
Animal  and  Plant  Health  Inspection  Service, 


Certificate.  An  official  document 
issued  by  an  Animal  and  Plant  Health 
Inspection  Service  representative, 
State  representative,  or  accredited  yeit- 
erinarian  for  and  prior  to  the  inter- 
state movement  of  swine  that  are  not 
known  to  be  infected  with  or  exposed 
to  pseudorabies,  and  are  aot 
pseudoraUes  vacdnates,  except  for  of- 
ficial grene-altered  pseudorabies  vac- 
cinates vaccinated  with  a  glycoprotein 
I  (gpl)  deleted  gene-altered 
pseudorabies  vaccine  or  firom  a  quail- 
fied  negative  gene-altered  vaccinated 
herd.  The  document  must  state:  (a.)  The 
number  and  description  of  the  swine  to 
be  moved;  (b)  That  the  swine  to  be 
moved  are  not  known  to  be  infisoted 
with  or  exposed  to  pseudorabies;  (c) 
The  purpose  for  which  the  swine  are  to 
be  moved;  (d)  The  points  of  origin  and 
destination;  (e)  The  consiflrnor  and  con- 
signee; and  (f)  Any  additional  informa- 
tion required  by  this  part. 

Cummon  ground.  The  ground,  areas, 
buildings  or  equipment  communally 
shared  by  any  specific  group  or  groups 
of  livestock. 

Contact.  Direct  access  to  other  swine, 
their  excrement,  or  discharges;  or  shar- 
ing a  building  with  a  common  ventilar 
tion  ssrstem  with  other  swine,  or  balng 
within  ten  feet  of  other  swine  if  not 
sharing  a  building  with  a  conunon  ven- 
tilation system. 

Exposed  Uoesiock,  Any  livestock  tbat 
has  been  in  contact  with  an  animal  in- 
fected with  pseudorabies,  including  all 
livestock  in  a  known  infected  herd;  ex- 
cept that  livestock,  other  than  swine, 
that  have  not  been  exposed  to  a  clin- 
ical case  of  the  disease  for  a  period  of 
10  consecutive  days  shall  no  longer  be 
considered  to  be  exposed  livestock. 


United  States  Department  of  Agriculture  for 
the  State  in  question. 

3 Before  the  Administrator  withdraws  ap- 
proval of  any  livestock  market,  the  owner  of 
such  livestock  market  shall  be  given  notice 
by  the  Administrator  of  the  proposed  with- 
drawal of  approval  and  the  reasons  therefor 
and  such  owner  shall  have  an  opportunity  to 
present  his  views  thereon.  In  those  instances 
where  there  are  conflicts  as  to  the  facts,  a 
hearing  shall  be  held  to  resolve  such  con- 
flicts. 
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Exposed  swine.  Any  swine  that  has 
been  in  contact  with  an  animal  in- 
fected with  pseudorabies,  inciuding  all 
ttwttie  in  a  known  infected  herd. 

POfm  of  origin,  A  farm  where  the 
swine  were  born,  or  on  which  they  have 
resided  for  at  ieast  90  consecutive  days 
immediately  prior  to  the  interstate 
flhiiiment. 

Feedlot.  A  premises  where  swine  are 
fed  physically  separated  from  swine 
kept  for  breeding  or  other  purposes  and 
from  which  each  swine  are  moved  di« 
rectly  to  a  recognized  slaughtering  ea- 
tablishment  or  directly  through  one  or 
more  slaughter  markets  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
ti^bllshment,  quarantined  herd,  or 
quarantined  feedlot. 

Herd.  Any  group  of  livestock  main- 
tained on  common  ground  for  any  pur- 
IKMe,  or  two  or  more  groups  of  live* 
stock  under  common  ownership  or  su- 
pervision, geographically  separated, 
but  which  have  an  interchange  or 
movement  of  animals  without  regard 
to  whether  the  animals  are  infected 
with  or  exposed  to  pseudorabies. 

Infected  livestock.  Any  livestock  de- 
termined to  be  infected  with 
pseudorabies  by  an  official 
pseudorabies  test,  or  diagnosed  by  a  of- 
ficial pseudorabies  epidemiologist  as 
having  pseudorabies. 

IfUerstate,  From  any  State  into  or 
through  any  other  State. 

Isolation.  Separation  of  swine  by  a 
physical  barrier  In  such  a  manner  that 
other  swine  do  not  have  access  to  the 
isolated  swine  s  body,  excrement,  or 
discharges:  not  allowing  the  isolated 
swine  to  share  a  building  with  a  com- 
mon ventilation  system  with  other 
swine;  and  not  allowing  the  isolated 
swine  to  be  within  ten  feet  of  other 
awine  if  not  sharing  a  building  with  a 
common  ventilation  system. 

Known  infected  herd.  Any  herd  in 
which  any  livestock  has  been  deter- 
mined to  be  infected  with  pseudorabies 
by  an  official  pseudorabies  test,  an  ap- 
proved differential  pseudorabies  test, 
or  diagnosed  by  an  official 
pseudorabies  epidemiologist  as  having 
pseudorabies. 

(a)  A  herd  of  livestock,  other  than 
swine,  shall  no  longer  be  classified  as  a 
known  infected  herd  after  10  days  since 


the  last  clinical  case  of  pseudorabies  in 

the  herd. 

(b)  A  herd  of  swine  which  has  been  re- 
leased ftom  pseudorabies  quarantine  in 
accordance  with  the  following  provi- 
sions shall  no  longer  be  classified  as  a 
known  infected  herd  if: 

(1)  All  swine  positive  to  an  official 
pseudorabies  test  have  been  removed 
from  the  premises;  all  swine  which  re- 
main in  the  herd,  except  swine  nursing 
from  their  mothers,  are  subjected  to  an 
official  pseudorabies  serologic  test  and 
found  negative  30  days  or  more  after 
removal  of  swine  positive  to  an  official 
pseudorabies  test;  and  no  livestock  on 
the  permlses  have  shown  clinical  signs 
of  pseudorabies  after  removal  of  the 
postive  swine;  or 

(2)  All  swine  have  been  depopulated 
for  30  days  and  the  herd  premises  have 
been  cleaned  and  disinfected  in  aoccnrd- 
ance  with  §85.13;  or 

(3)  In  a  herd  of  swine  in  which  swine 
are  positive  to  an  official  pseudorabies 
serologic  test  but  no  swine  are  postive 
at  titers  greater  than  1:8,  all  titered 
swine  are  subjected  to  another  official 
pseudorabies  serologic  test  and  found 
negative;  and  all  other  swine  in  the 
herd  which  an  epidemiologist,  approved 
by  the  State  animal  health  official  and 
the  Veterinarian  in  Charge,  requires  to 
be  subjected  to  an  official  pseudorabies 
serologic  test  are  tested  and  found  neg- 
ative.* 

(4)  In  a  herd  of  swine  containing  offi- 
cial  gene-altered  pseudorabies  vac- 
cinates: 

(i)  All  vaccinates  have  been  vac- 
cinated with  the  same  official  gene-al- 
tered pseudorabies  vaccine:  and 

(ii)  All  swine  positive  to  an  approved 
differential  pseudorabies  test  have 
been  gone  from  the  herd  for  at  least  60 
days;  and 


4 The  epidemlolofflAt  shall  consider  the  fol- 
lowing: epidemiologrio  evidence  to  determine 

which  swine  In  the  herd,  in  addition  to  the 
titered  swine,  must  be  subjected  to  an  offi- 
cial peeudorbles  serolofric  test  and  found 
negative:  (a)  the  percentage  and  number  of 
titered  swine  in  the  herd;  (b)  the  number  of 
titered  swine  as  compared  to  the  number  of 

swine  tested:  (c)  the  extt  nt  of  the  contact  of 
members  of  the  herd  with  the  titered  swine; 
(d)  the  prevalence  of  peendorables  In  the 

area:  (e)  the  herd  management  practices:  and 
(£)  any  other  reliable  epidemiologic  evidence. 
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(iii)  No  livestock  on  the  same  prem- 
ises as  the  herd  have  shown  clinical 
signs  of  psendoraUes  since  removal  of 
the  positive  swine;  and 

(iv)  The  herd  has  been  tested  for 
pseudorabies  and  found  negative  in  ac- 
cordance with  one  of  the  following  two 
provlsions: 

(A)  All  swine  in  the  herd,  except 
suckling  swine,  are  tested  with  an  ap- 
proved differential  pseudorabies  test.  If 
all  tested  swine  are  found  negative,  no 
further  testing  is  required.  If  any  swine 
test  positive,  they  may  be  retested 
with  an  approved  differential 
pseudorabies  test  within  30  days  of  the 
first  test  if  they  are  isolated  from  the 
remainder  of  the  herd  until  the  retest 
shows  them  to  be  negative. 

(B)  All  swine  in  the  herd  over  6 
months  of  age  and  a  random  sample  of 
30  or  more  swine  in  each  seere^ated 
group  of  swine  in  the  herd  between  2 
and  6  months  of  age  are  tested  with  an 
approved  differential  pseudorabies  test. 
Not  less  than  30  days  nor  more  than  60 
days  after  this  first  test,  another  ran- 
dom sample  of  30  or  more  swine  in  each 
segrregrated  group  of  swine  in  the  herd 
between  2  and  6  months  of  asre  is  tested 
with  an  approved  differential 
pseudorabies  test.  If  all  swine  are  nega- 
tive on  these  tests,  no  further  testing 
is  required.  If  any  swine  test  positive 
on  either  of  these  tests,  the  positive 
swine  may  be  retested  with  an  ap- 
proved differential  test  within  30  days 
of  the  initial  test  if  they  are  isolated 
from  the  remainder  of  the  herd  until 
the  retest  shows  them  to  be  negative. 

Livestock,  Swine,  cattle,  sheep  or 
goats. 

Moved.  Shipped,  transported,  or  oth- 
erwise moved,  or  delivered  or  received 
for  movement  by  land,  water,  or  air. 

Official  gene-aitered  pseudorabtea  vac- 
cinate. Swine  vaccinated  with  an  offi- 
cial gene-altered  pseudorabies  vaccine, 
in  accordance  with  directions  on  the 
label. 

Official  qene-altered  pseudorabies  vac- 
cine. Any  official  pseudorabies  vaccine 
for  which  there  is  an  approved  differen- 
tial pseudorabies  test. 

Official  pseudorabies  epidemiologist.  A 
state  or  federally  employed  veteri- 
narian designated  by  the  State  animal 
health  official  and  the  veterinarian  in 


9  CFR  Ch.  I  (l-l-eS  EMMl 

charge  to  investis:ate  and  diagnose 
pseudorabies  in  livestock. 

Offldai  pseudorabies  serologic  test.  An 
official  pseudorabies  test,  as  defined  in 
this  section,  conducted  on  swine  serum 
to  detect  the  presence  or  absence  of 
pseudorabies  antibodies. 

Official  pseudorabies  test.  Any  test  fot 
the  diagnosis  of  pseudorabies  approved 
by  the  Administrator  conducted  in  a 
laboratory  approved  by  the  Adminis- 
trator as  listed  in  a  Veterinary  Serv- 
ices Notice  listing  such  laboratories.^ 
The  following  tests  for  the  diagnosis  of 
pseudorabies  have  been  approved  by 
the  Administrator:  1.  Micro  titration 
Serum-Virus  Neutralization  Test;  2. 
Virus  Isolation  and  Identification  Test; 
3.  Fluorescent  Antibody  Tissue  Section 
Test:  4.  Enzyme-Linked 

Immunosorbent  Assay  (ELISA)  Test, 
except  for  approved  differential 
pseudorabies  tests  other  than  the 
glycoprotein  I  (gpl)  BUSA  test;  5. 
Latex  Agglutination  Test  (LAT):  and  6. 
Particle  Concentration  Fluorescence 
Immunoassay  (PCPIA)  Test,  Including 
the  gpl  PCFIA  test.6  State,  Federal, 
and  University  laboratories  will  be  ap- 
proved by  the  Administrator  following 
^e  determination  by  him  that  the  lab- 
oratory: (a)  Has  personnel  trained  at 
the  Veterinary  Services  Diagnostic 
Laboratory,  Ames,  Iowa,  assigned  to 
supervise  the  test,  (b)  follows  standard 
test  protocol,  (c)  meets  check  test  pro- 
ficiency requirements,  and  (d)  will  re- 
port all  test  results  to  State  and  Fed- 
eral animal  health  officials.^ 


•■^Notices  containinfr  lists  of  laboratories 
approved  for  the  purposes  of  the  ret^ulations 
in  this  part  are  publiriied  In  tbe  Fkdbral 
Register  Notices  Section.  The  lists  are  also 
available  upon  request  from  the  Animal  and 
Plant  Health  hoBpection  Service,  Veterinary 
Services.  Operational  Support.  4700  River 
Road  Unit  33.  Riverdale,  Maryland  20737-1231. 

>  Copies  of  the  test  protocols  (Reo- 
ommended  Minimum  Standards  for  Diag-- 
nostic  Tests  Employed  in  the  Diagnosis  of 
PaeudoraUes  (Aujeeoky**  I>i8eue))  pnUlflhed 
as  a  Veterinary  Services  Notice,  May  17, 
1978,  are  available  upon  request  fTom  the 
Animal  and  maat  Health  Inspeotion  Service, 
Veterinary  Services.  Operational  Support. 
4700  River  Road,  Unit  33,  Riverdale.  Mary- 
land 20737-1281. 

"Before  the  Administrator  withdraws  the 
approval  of  any  laboratory,  the  Director  of 
sooh  laboratory  shall  be  given  a  notice  by 
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Official  pseudoToMes  vaccine.  Any 

pseudorabies  virus  vaccine  produced 
under  license  from  the  Secretary  of  Ag- 
riculture under  the  Vims,  Serum  and 
Toxin  Act  of  March  4,  1913,  and  any  leg- 
islation amendatory  thereof  (21  U.S.O. 
161  et  seq.). 

Official  vaccinate.  Any  swine  which 
have  been:  (a)  Vaccinated  with  an  offi* 
cial  pseudorabies  vaccine  by  an  accred- 
ited veterinarian  or  a  State  or  Federal 
veterinarian  in  accordance  with  rec- 
ommendations on  the  vaccine  label  and 
the  laws  and  regulations  of  the  State 
in  which  the  swine  are  vaccinated:  (b) 
identified  by  a  numbered  pink  eartag 
approved  by  the  State  in  which  such 
swine  are  vaccinated; «  and  (c)  reported 
as  official  vaccinates  at  the  time  of 
vaccination  to  the  State  animal  health 
official. 

Owner-shipper  statement.  A  statement 
sierned  by  the  owner  or  shipper  of  swine 
which  states:  (a)  The  number  of  swine 
to  be  moved;  (b)  the  points  of  orig^ 
and  destination;  (c)  the  consignor  and 
consignee:  and  (d)  any  additional  Infor- 
mation required  by  this  part. 

Permit.  An  ofHoial  document  issued 
for  and  prior  to  the  interstate  move- 
ment of  pseudorabies  infected,  exposed 
or  vaccinated  swine  under  this  part  by 
an  Animal  and  Plant  Health  Hispection 
Service  representative.  State  rep- 
resentative, or  an  accredited  vetpri- 
narian  which  states:  (a)  The  number  of 
swine  to  be  moved;  (b)  the  purpose  for 
which  the  swine  are  to  be  moved;  (c) 
the  points  of  origin  and  destination;  (d) 
the  consignor  and  the  consignee;  and 
(e)  any  additional  information  required 
by  this  part. 

Pseudorabies.  The  contagious,  infec- 
tious, and  communicable  disease  of 
livestock  and  other  animals  also 
known  as  Aujessky's  disease,  mad  itch, 
or  Infectious  bulbar  paralysis. 


the  Administrator  of  the  proposed  dis- 
approval and  the  reasons  therefore  and  snch 
Director  shall  have  an  opportunity  to 
preBont  his  views  thereon.  In  those  instances 
where  there  are  oonflicts  as  to  the  &cts,  a 
hearing  shall  be  held  to  resolve  such  oon- 
mcts. 

*Tb»  numbered  pink  eartags  are  available 

OWninercially.  Should  any  problem  arise  re- 
garding the  availability  of  such  eartags,  con- 
tact the  appropriate  State  animal  health  of- 
floial. 


Pseudorabies  controlled  vaccinated 
herd,  (a)  Pseudorabies  controlled  vac- 
cinated herd  status  is  attained  by  sub- 
jecting all  swine  over  6  months  of  age 
to  an  official  pseudorabies  serologic 
test  and  finding  all  swine  so  tested  neg- 
ative. The  herd  must  not  have  been  a 
known  infected  herd  within  the  past  30 
days.  Any  swine  in  the  herd  over  6 
months  of  age  may  be  vaccinated  for 
pseudorabies  within  15  days  after  being 
subjected  to  an  official  pseudorabies 
serologic  test  and  found  negative.^ 

(b)  If  on  the  qualifying  official 
pseudorabies  serologic  test  or  any  sub- 
sequent official  pseudorabies  test,  any 
swine  so  tested  are  positive, 
pseudorabies  controlled  vaccinated 
herd  status  is  attained  or  regained  by: 
removing  all  positive  swine;  cleaning 
and  disinfecting  the  herd  premises  in 
accordance  with  §85.13;  subjecting  all 
swine  in  the  herd,  except  swine  nursing 
from  their  mothers,  to  an  official 
pseudorabies  Serologic  test  90  days  or 
more  after  removal  of  the  positive 
swine  and  finding  all  swine  so  tested 
negative;  and,  after  an  interval  of  30  to 
80  days  after  the  first  such  negative  of- 
ficial pseudorabies  serologic  herd  test, 
subjecting  all  swine  in  the  herd  over  6 
months  of  age  to  another  official 
pseudorabies  serologic  test  and  finding 
all  swine  so  tested  negative. 

(c)  (1)  Pseudorabies  controlled  vac- 
cinated herd  status  is  maintained  by: 
subjecting  25  percent  of  all  the  off- 
spring to  an  oOicial  pseudorabies  sero- 
logic  test  when  they  are  between  16  and 
20  weeks  of  age  and  finding  all  swine  so 
tested  negative,  or  by  leaving  10  per- 
cent of  the  swine  over  6  months  of  age 
in  the  herd  unvaccinated  and  sub- 
jecting all  such  unvaccinated  swine  to 
an  official  pseudorabies  serologic  test 
every  80-106  dasrs  and  finding  aU  swine 
BO  tested  negative. 

(2)  Any  swine  in  the  herd  over  6 
months  of  age  may  be  vaccinated  for 
pseudorabies  within  16  days  after  being 
subjected  to  an  official  pseudorabies 
serologic  test  and  found  negative:  Pro- 
vided That,  if  pseudorabies  controlled 
vaccinated  herd  status  is  to  be  main- 
tained by  testing  unvaccinated  swine 
over  6  months  of  age.  at  least  10  per- 
cent ol  the  swine  in  the  herd  over  6 
months  of  age  shall  remain 
unvaccinated. 
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(3)  All  swine  Intended  to  be  added  to 
a  pseudorabies  controlled  vaccinated 
herd  shall  be  Isolated  until  the  swine 
have  been  found  negative  to  an  official 
psoudorabies  seroloiEric  test  conducted 
30  days  or  more  after  the  swine  have 
been  placed  in  isolation.  Not  more  than 
90  percent  of  the  swine  over  8  months 
of  ag-e  added  to  the  herd  may  be  vac- 
cinated for  pseudorabies.  All  additions 
to  the  herd  which  are  to  be  vaccinated 
for  pseudorabies  shall  be  vaccinated 
within  15  days  after  beins:  subjected  to 
such  official  pseudorabies  serologic 
test.  All  additions  to  the  herd  shall  be 
added  to  the  herd  within  30  days  after 
such  official  pseudorabies  serologic 
test. 

(4)  Swine  which  have  not  been  vac- 
cinated for  pseudorabies  and  which  are 
to  be  tested  to  maintain  pseudorabies 

controlled  vaccinated  herd  status  shall 
be  maintained  in  the  herd  so  that  the 
pseudorabies  vaccinates  can  physically 
ton<di  nonvaccinates  or  so  that  the 
pseudorabies  vaccinates  are  within  10 
feet  of  nonvaccinates  while  sharing-  a 
direct  common  ventilation  system  with 
aooh  nonvaccinates. 

PseudoraJbies  vaccinate.  Any  swine 
that  have  been  vaccinated  with  any 
product  containing  antigens  lor 
pseudorabies. 

Qualified  negative  gcnc-alterfd  vac- 
cinated }}rr(].  (a)  Any  hcid  in  which  no 
swine  are  known  to  be  infected  with  or 
exposed  to  pseudorabies.  and  in  which 
no  swine  are  vaccinated  for 
pseudorabies.  may  achieve  status  as  a 
qualified  negative  gene-altered  vac- 
cinated herd  under  the  following  condi- 
tions: 

(1)  All  swine  in  the  hei'd  nv^r  6 
months  of  ixiii^  must  be  tested  with  an 
official  pseudorabies  serologic  test.  For 
a  minimum  of  30  days  before  the  test, 
the  herd  must  nnl  hav  b*-.  n  a  known 
infected  herd.  During  the  90  days  before 
the  test,  at  least  90  percent  of  the 
swine  in  the  herd  either  must  have 
been  on  the  premises  and  a  part  of  the 
herd,  or  must  have  entered  the  herd  di- 
rectly from  a  qualified  pseudorabies 
negative  herd.  If  any  of  the  tested 
swine  are  found  positive  on  this  or  any 
other  official  pseudorabies  test  prior  to 
vaccination  with  the  official  gene-al- 
tered pseudorabies  vaccine,  the  re- 


quirements in  paragraph  (a)(2)  must  be 
met. 

(2)  All  swine  that  are  positive  on  an 

official  pseudorabies  test  must  be  re- 
moved from  the  herd,  or  must  be  iso- 
lated until  another  official 
pseudorabies  test  conducted  within  30 
days  of  the  first  test  shows  them  to  be 
n^ative.  Tf  the  results  of  the  second 
test  are  negative,  no  additional  testing 
is  required  before  the  herd  may  be  vac- 
cinated in  accordance  with  paragraph 
(a)(3).  If  the  results  of  the  second  test 
are  positive,  all  swine  that  tested  posi- 
tive must  be  removed  from  the  herd. 
Not  less  than  30  days  after  any  positive 
swine  are  removed  from  the  herd,  all 
remaining  swine  in  the  herd,  except 
suckling  swine,  must  be  tested  with  an 
official  pseudorabies  serologic  test  and 
found  neg-ative.  Not  less  than  30  days 
after  this  negative  test,  the  herd  must 
be  tested  again  in  accordance  with 
paragraph  (aXl). 

(3)  Not  more  than  30  days  after  test 
results  show  the  herd  to  be  negative  for 
pseudorabies  in  accordance  with  para- 
graph (a)(1),  all  swine  in  the  herd  over 
6  months  of  age  must  be  vaccinated 
with  an  official  gene-altered 
pseudorabies  vaccine.  Only  one  ofllolal 
gene-altered  pseudorabies  vaccine  may 
be  used  in  the  herd. 

(b)  Any  herd  designated  as  a  qualified 
pseudorabies  negative  herd  may 
achieve  new  status  as  a  qualified  nega- 
tive gene-altered  vaccinated  herd  if  all 
swine  in  the  herd  over  6  months  of  age 
are  vaccinated  with  an  official  gene-al- 
tered pseudorabies  vaccine.  Only  one 
official  gene-altered  pseudorabies  vac- 
cine may  be  used  in  the  herd. 

(c)  Any  herd  in  which  no  swine  are 
known  •  *  be  infected  with  or  exposed 
to  p.seudorabies,  and  in  which  the  only 
swine  vaccinated  for  pseudorabies  are 
official  gene-altered  pseudorabies  vac- 
cinates, may  achieve  status  as  a  quali- 
fied neirative  £rene-altered  vaccinated 
herd  under  the  following  conditions: 

(1)  Only  one  official  gene-altered 
pseudorabies  vaccine  may  be  used  In 
the  herd. 

(2)  All  swine  in  the  herd  over  6 
months  of  age  must  be  tested  with  an 

approved  differential  pseudoralties  test. 
For  a  minimum  of  60  days  before  the 
test,  the  herd  must  not  have  been  a 
known  infected  herd.  During  the  90 
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days  before  the  test,  at  least  90  percent 
of  the  swine  in  the  herd  either  must 
have  been  on  the  premises  and  a  part  of 
the  herd  or  most  have  entered  the  herd 
direotly  from  a  qualified  pseudorabies 
negrative  herd  or  a  qualified  negative 
gene^dtered  vaccinated  herd.  If  any  of 
the  tested  swine  are  found  positive  on 
this  test,  the  requirements  in  para- 
graph (c)(3)  must  be  met. 

(3)  All  swine  positive  on  an  approved 
differential  pseudorabies  test  must  be 
removed  from  the  herd,  or  must  be  iso- 
lated  until  another  approved  differen- 
tial pseudorabies  test  conducted  within 
80  dagra  of  the  flrst  teet  shows  them  to 
be  negative.  If  the  results  of  the  second 
test  are  negative,  no  additional  testing 
is  required  before  the  herd  may  be  vac- 
cinated in  accordance  with  paragrraph 
(eK4).  If  the  results  of  the  second  test 
are  positive,  all  swine  that  tested  posi- 
tive must  be  removed  from  the  herd. 
No  less  than  30  days  after  any  negative 
swine  are  removed  fi'om  the  herd,  all 
remaining  swine  in  the  herd,  except 
suckling  swine,  must  be  tested  with  an 
approved  differential  pseudorabies  test 
and  found  negative.  No  less  than  30 
days  after  this  negative  test,  the  herd 
must  be  tested  again  in  accordance 
with  paragraph  (c)(2). 

(4)  No  more  than  30  dasrs  after  test  re- 
sults show  the  herd  to  be  negative  for 
pseudorabies  in  accordance  with  para- 
graph (c)(2),  all  swine  in  the  herd  over 
6  months  of  age  that  are  not  already 
official  gene-altered  pseudorabies  vac- 
cinates must  be  vaccinated  with  an  of- 
ficial gene-altered  pseudorabies  vac- 
cine. Only  one  ofQoial  gene-altered 
pseudorabies  vaodne  may  he  used  in 
the  herd. 

(d)  Qualified  negative  gene-altered 
vaccinated  herd  status  is  maintained 

under  the  followlnti  conditions: 

(1)  All  swine  over  6  months  of  age  in 
the  herd  must  be  official  gene-altered 
pseudorahiee  vaccinates,  and  only  one 
official  gene-altered  pseudorabies  vac- 
cine may  be  used  in  the  herd. 

(2)  All  swine  over  6  months  of  age  in 
the  herd  must  be  tested  at  least  once  a 
year  with  an  approved  differential 
pseudorabies  test  and  found  negative; 
except  that,  if  any  swine  are  positive, 
the  herd  may  maintain  its  status  if  the 
positive  swine  are  isolated  from  the 
rest  of  the  herd  until  they  are  found 


negative  to  a  second  approved  differen- 
tial pseudorabies  test  conducted  within 
30  days  of  the  first.  The  requirement 
for  annual  testing  of  all  swine  in  the 
herd  over  6  months  of  age  may  be  met 
by  testing  25  percent  of  the  swine  over 
6  months  of  age  every  80-105  days,  or  by 
testing  10  percent  of  the  swine  over  6 
months  of  age  each  month.  No  swine 
may  be  tested  twice  in  1  year  to  com- 
ply with  the  25  percent  requirement,  or 
twice  In  10  months  to  comply  with  the 
10  percent  requirement. 

(3»  Swine  may  be  added  to  a  qualified 
negative  gene-altered  vaccinated  herd 
only  under  one  of  the  following  condi- 
tions 

(i)  The  swine  are  moved  to  the  quali- 
fied negative  gene-altered  vaccinated 
herd  £rom  another  qualified  negative 
gene-altered  vaccinated  herd,  or  firom  a 
qualified  pseudorabies  negative  herd, 
without  having  any  contact  en  route 
with  swine  other  than  those  from  a 
qualified  negative  gene-altered  vac- 
cinated herd  or  a  qualified 
pseudorabies  negative  herd. 

(ii)  The  swine  are  moved  to  the  quali- 
fied negative  gene-altered  vaccinated 
herd  from  a  qualified  pseudorabies  neg- 
ative herd,  have  contact  en  route  with 
swine  other  than  those  from  a  qualified 
negative  gene-altered  vaccinated  herd 
or  a  qualified  pseudorabies  negative 
herd.  and.  before  being  added,  are  iso- 
lated unlil  they  are  found  negative  to 
an  ofllcial  pseudorabies  serologic  test 
conducted  30  days  or  more  after  the 

swine  are  isolated. 

(iii)  The  swine  are  moved  to  the 
qualified  negative  gene-altered  vac- 
cinated herd  from  another  qualified 
negative  gene-altered  vaccinated  herd, 
have  contact  en  route  with  swine  other 
than  those  fk*om  a  qualified  negative 
gene-altered  vaccinated  herd  or  a 
qualified  pseudorabies  negative  herd, 
and,  before  being  added,  are  isolated 

until  they  are  found  negative  to  an  ap- 

proved  differential  pseudorabies  test 
conducted  30  days  or  more  after  the 
swine  are  isolated. 

(iv)  The  swine  are  removed  to  the 
qualified  negative  gene-altered  vac- 
cinated herd  from  a  herd  other  than  a 
qualified  negative  gene-altered  vac- 
cinated herd  or  a  qualified 
pseudorabies  negative  herd,  and,  before 
being  added,  are  isolated  until  they  are 
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found  necrative  to  two  official 
peeudorabies  serologic  tests,  one  con- 
ducted at  the  time  the  swine  are  iso- 
lated, and  the  second  conducted  30  days 

or  more  after  the  swine  are  isolated. 

Qualified  pseudorabies  negative  herd. 
(a)  Qualilled  peeudorabies  negative 
herd  status  is  attained  by  subjectinff 

all  swine  over  6  months  of  age  to  an  of- 
ficial pseudorabies  serologic  test  and 
finding  all  swine  so  tested  negative. 
The  herd  must  not  have  been  a  known 
infected  herd  within  the  past  30  days.  A 
minimum  of  90  percent  of  the  swine  in 
the  herd  must  have  been  on  the  prem- 
ises and  a  part  of  the  herd  for  at  least 
90  days  prior  to  the  qualifying  official 
pseudorabies  serologic  test  or  have  en- 
tered directly  from  another  qualified 
pseudorabies  negative  herd. 

(h)(1)  If  on  a  Qualifying  official 
pseudorabies  serologic  test  or  any  sub- 
sequent official  pseudorabies  test,  any 
swine  so  tested  are  positive,  qualified 
pseudorabies  neeative  herd  status  is  at- 
tained or  regained  by:  Removing  all 
positive  swine  and  cleaning  and  dis- 
infecting the  herd  premises  in  accord- 
anr  e  with  §85.13:  subjecting  all  swine  in 
the  herd,  except  swine  nursing  from 
their  mothers,  to  an  official 
pseudorabies  serologric  test  30  days  or 
more  after  removal  of  the  positive 
swine  and  finding  all  swine  so  tested 
negative;  and.  after  an  Interval  of  30  to 
60  days  after  the  first  such  negative  of- 
ficial pseudorabies  serologic  herd  test, 
subjecting  all  swine  in  the  herd  over  6 
months  of  age  to  anothor  official 
pseudorabies  serologic  test  and  finding 
all  swine  so  tested  negative;  or 

(2)  If  on  any  qualifying  official 
pseudorabies  serologic  test  or  any  sub- 
sequent official  pseudorabies  serologic 
test,  any  swine  so  tested  are  positive, 
but  no  swine  are  positive  at  titers 
greater  than  1:8,  qualified  pseudorabies 
negative  herd  status  is  attained  or  re- 
gained by:  Subjecting  all  tltered  swine 
and  all  other  swine  required  to  be  test- 
ed by  an  epidemiologist,  approved  by 
the  State  animal  health  official  and 
the  Veterinarian  in  Charge,  to  an  offi- 
cial pseudorabies  serologic  test  and 
finding  all  such  swine  negative.^ 

(c)  Qualified  pseudorabies  negative 
herd  status  is  maintained  by  subjecting 
all  swine  over  6  months  of  age  in  the 
herd  to  an  official  peeudorabies  sero- 


logic test  at  least  once  each  year  (this 
must  be  accomplished  by  testing  25 
percent  of  swine  over  6  months  of  age 
every  80-106  days  and  finding  all  swine 
so  tested  negative,  or  by  testing  10  per- 
cent of  the  swine  over  6  months  of  age 
each  month  and  finding  all  swine  so 
tested  negative;  no  swine  shall  be  test- 
ed twice  in  1  year  to  comply  with  the 
25  percent  requirement  or  twice  in  10 
months  to  comply  with  the  10  percent 
requirement).  All  swine  intended  to  be 
added  to  a  qualified  pseudorabies  nega- 
tive herd  shall  be  isolated  until  the 
swine  have  been  found  negative  to  two 
official  pseudorabies  serologic  tests, 
one  conducted  30  days  or  more  after 
the  swine  have  been  placed  in  isolation, 
the  second  test  being  conducted  30  days 
or  more  after  the  first  test;  except  (1) 
swine  intended  to  be  added  to  a  quali- 
fied pseudorabies  negative  herd  di- 
rectly from  another  qualified 
pseudorabies  negative  herd  may  be 
added  without  isolation  or  testing;  (.2) 
swine  intended  to  be  added  to  a  quail- 
fled  pseudorabies  negative  herd  from 
another  qualified  pseudorabies  nega- 
tive herd,  but  with  interim  contact 
with  swine  other  than  those  flrom  a  sin- 
gle qualified  pseudorabies  negative 
herd,  shall  be  isolated  until  the  swine 
have  been  found  negative  to  an  official 
pseudorabies  serologic  test,  conducted 
30  days  or  more  after  the  swine  have 
been  placed  in  isolation;  (3)  swine  re- 
turned to  the  herd  after  contact  with 
swine  other  than  those  from  a  single 
qualified  pseudorabies  negative  herd 
shall  be  isolated  until  the  swine  have 
been  found  negative  to  an  official 
pseudorabies  serologic  test  conducted 
30  days  or  more  after  the  swine  have 
been  placed  in  isolation. 

Quarantined  feedlot.  A  premises  where 
pseudorabies  infected  or  exi>08ed  swine 
are  fed  under  the  supervision  and  con- 
trol of  the  State  animal  health  offlcial, 
and  from  which  such  swine  are  moved 
directly  to  a  recognized  slaughtering 
establishment  or  directly  through  one 
or  more  slaughter  markets  and  then  di- 
rectly to  a  recognised  slaughteriBg  es- 
tablishment in  accordance  with  the 
provisions  of  this  part. 

Quarantined  herd.  A  herd  in  which 
pseudorabies  infected  or  exposed  swine 
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are  bred,  reared,  and  fed  under  the  su- 
pervision and  control  of  the  State  ani- 
mal health  official,  and  from  which 
snch  swine  are  moved  interstate  di- 
rectly to  a  recognioed  slanffhtering  es- 
tablishment or  directly  through  one  or 
more  slaughter  markets  and  then  di- 
rectly to  a  recognized  slaughtering  es- 
tabllBhrneiit,  or  trom  whloh  exposed  of- 
ficially vaccinated  swine  which  were 
negative  to  an  official  pseudorabies  se- 
rologic test  may  be  moved  only  to  a 
quarantined  lierd  or  quarantined  feed- 
lot. 

Recognized  slaughtering  establishment. 
A  slaughtering  establishment  operated 
under  the  provlsionB  of  tbe  Federal 
Meat  liaspeotion  Act  (21  U.S.C.  601  et 
seq.)  or  a  State  Inspected  slaughtering 
establishment. 

Slaughter  market.  A  livestock  market 
approved  in  accordance  with  f  71.20  of 
this  chapter,  at  which  swine  for  sale 
and  shipment  for  slaughter  are  handled 
only  on  days  when  no  swine  are  han- 
dled for  sale  and  shipment  for  feeding 
or  breeding  purposes  unless  facilities 
are  provided  to  keep  slaughter  swine 
physically  separated  from  feeder  and 
breeder  swine,  and  feeder  and  breeder 
swine  use  no  facilities  previously  used 
by  slaughter  swine  on  the  day  these 
classes  of  swine  are  at  the  market.  The 
lacllities  used  by  slaughter  swine  shall 
be  cleaned  and  disinfected  in  accord- 
ance with  the  requirements  of  this  part 
before  being  used  for  feeding  or  breed- 
ing swine.*'  «»«psio 

State.  Any  State  or  Territory  of  the 
United  States,  the  District  of  Oolnm- 


'  Notices  containing  lists  of  slaughter  mar- 
kets approved  for  the  purposes  of  the  regula- 
tions in  this  part  are  published  in  the  FED- 
ERAL Register,  information  concerning 
slaughter  markets  can  be  obtained  from  the 
Veterinarian  in  Charg:e.  Veterinary  Services. 
Animal  aad  Plant  Health  Inspection  Bervloe. 
TJ.8.  Department  of  Agriculture,  for  the 
State  in  question. 

10  Before  the  Administrator  withdraws  ap- 
proval of  any  slaughter  market,  the  owner  of 
such  slaughter  market  shall  be  R-iven  notice 
by  the  Administrator  of  the  proposed  with- 
drawal of  approval  and  the  reasons  therefore 
and  such  owner  shall  have  an  opportunity  to 
present  his  views  thereon.  In  those  instances 
where  there  are  conflicts  as  to  the  facts,  a 
hearing  sbsU  be  held  to  resolve  snob  eon- 
fUcts. 


bla,  Pnerto  Rico,  Guam  or  the  North- 
em  Mariana  Islands. 

State  animal  health  official.  The  State 
animal  health  official  who  is  respon- 
sible for  the  livestock  and  poultry  dis- 
ease control  and  eradication  prog-rams 
in  the  official's  State  or  his  designated 
representative. 

State  representative.  A  person  regu- 
larly employed  in  animal  health  work 
of  a  State  and  who  is  authorized  by 
such  State  to  perform  the  function  in- 
volved under  a  Oocq^sratlve  Agreement 
with  the  United  States  Department  of 
Agriculture. 

Swine  not  known  to  be  infected  with  or 
exposed  to  pseudorabies.  Any  swine  from 
a  herd  of  swine  In  which  no  animal  has 
been  classified  as  a  reactor  to  an  offi- 
cial pseudorabies  test,  or  has  been  di- 
agnosed as  having  pseudorabies  or  sus- 
pected of  having  pseudorabies  by  a  vet- 
erinarian; or  any  swine  from  a  herd  of 
swine  which  has  been  released  from 
quarantine  or  lias  met  the  require- 
ments of  release  from  quarantine  in  ao- 
cordance  with  the  definition  of  known 
infected  herd  in  §85.1 

Veterinarian  in  charge.  The  veterinary 
official  of  Veterinary  Services,  Animal 
and  Plant  Health  Inspection  Service, 
United  States  Department  of  Agri- 
culture, who  is  assigned  by  the  Admin- 
istrator lo  supervise  and  perform  offi- 
cial animal  health  work  of  the  A«<twiii 
and  Plant  Health  Inspection  Service  in 
the  State  concerned. 

Veterinary  Services.  Veterinary  Serv- 
ices. Animal  and  Plant  Health  Inspec- 
tion Service.  United  States  Depart- 
ment of  Ag-riculture. 

Veterinary  Services  representative.  A 
person  employed  by  Veterinary  Serv- 
ices, Animal  and  Plant  Health  Inspec- 
tion Service,  United  States  Depart- 
ment of  Agriculture,  who  is  authorized 
to  perform  the  function  involved. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0979-0069) 

[44  PR  10309,  Feb.  16.  1979;  44  FR  12180.  Mar. 

6.  1979.  as  amended  at  48  FR  57472.  Dec.  30, 
1983;  50  FR  42145.  Oct.  18.  1985;  50  FR  47350. 
Nov.  15,  1985;  52  FR  45985,  Dec.  3,  1987;  54  FR 
21049.  May  16.  1989:  55  FR  19251.  May  9.  1990; 
55  FR  49592.  Nov.  29.  1990;  58  FR  68507,  Dec.  28, 
1993:  SO  FR  67613,  Dec.  30.  1994;  80  FR  26355. 
May  17,  1995;  62  FR  27937,  May  22,  1997:  63  FR 
17316.  Apr.  9.  1998;  66  FR  21063.  Apr.  27.  2001] 
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%95J2   Notice  relating  to  the  existeiiM 
of  the  contagion  of  pseudorabies. 

Notice  is  hereby  given  that  there  is 
reason  to  believe  that  the  contagion  of 
pfleudoraUes  may  exist  in  each  State 
and  that  to  prevent  the  spread  and  dis- 
semination of  the  contagion  thereof, 
and  to  protect  the  livestock  of  the 
United  States,  the  regnlations  in  this 
part  are  promulgated. 

§85.8  General  reetriotioii. 

Liyestock  sliall  not  be  moved  inters 
state  except  in  compliance  with  the 
regulations  in  this  part. 

S8IU  Interstate  movement  of  Uve- 
•tock. 

(a.)  Livestock  showing  clinical  evi- 
dence of  pseudorabies  shall  not  be 
moved  interstate. 

(b)  liivestook  that  have  been  exposed 

to  an  animal  showing  clinical  evidence 
of  pseudorabies  shall  not  be  moved 
interstate  within  10  days  of  such  expo- 
sure. 

(c)  Except  as  provided  in  paragraphs 
(a)  and  (b)  of  this  section,  livestock 
other  than  swine  may  be  moved  inter- 
state without  restriction  under  this 
part. 

fd>  Except  as  provided  in  paragraphs 
(a;  and  (b)  of  this  section,  swine,  swine 
semen,  and  swine  embryos  shall  be 

moved  interstate  only  in  compliance 
with  the  regulations  in  thisxxart. 

[44  FR  10309.  Feb.  16.  1979.  AS  amended  at  50 

FR  47352,  Nov.  15.  1985] 

§85.5   Interstate  movement  of  iiiffi'^iM* 
swine  or  exposed  swine. 

Infected  swine  or  exposed  swine, 
other  than  swine  described  in  §85.4  (a) 

or  (b).  shall  only  be  moved  interstate 
in  accordance  with  the  following  provi- 
sions: 

(a)  Movement  of  infected  or  exposed 

swine  for  slaughter.  Infected  or  exposed 
swine  shall  be  moved  interstate  for 
slaughter  only  if: 

(1)  The  swine  are  moved  directly  to  a 
HM  otrnlzed  slaughtering  establishment 
or  directly  through  one  or  more 
slaughter  markets  and  then  directly  to 
a  recognized  slaughtering  eetablish- 
ment: 

(2)  The  swine  are  accompanied  by  a 
permit  or  owner-shipper  statement  and 


such  permit  or  owner-shipper  state- 
ment is  delivered  to  the  consignee; 

(3)  The  permit,  in  addition  to  the  in- 
formation in  §85.1,  or  the  owner-ship- 
per statement,  in  addition  to  the  infor- 
mation in  §85.1,  lists  the  identification 
of  the  swine  as  required  by  §71.19  of 
this  chapter;  except  if  the  swine  are 
moved  interstate  and  the  indentity  of 
the  farm  of  origin  of  each  swine  is 
maintained,  the  permit  or  the  owner- 
shipper  statement  need  not  list  the 
identification  required  by  §71.19  of  this 
chapter,  if  such  swine  are  identified  to 
the  farm  of  orgln  at  the  recognized 
slaughtering  establishment  or  tbiB  first 
slaughter  market:  and 

(4)  The  swine  are  moved  to  destina- 
tion in  one  conttouous  movement  with- 
out unloading  enroute. 

(b)  Movement  of  exposed  swine  to  a 
quarantined  herd  or  a  quarantined  feed- 
lot.  Biposed  swine  shell  be  moived 
interstate  directly  to  a  quarantined 
herd  or  quarantined  feedlot  only  if: 

(1)  The  swine  are  negative  to  an  offi- 
cial pseudorabies  serologic  test  21  dajrs 
or  more  after  last  being  exposed  to  any 
livestock  showing  clinical  evidence  of 
pseudorabies; 

(2)  The  swine  are  oCQoially  vao- 

cinated  for  pseudorabies  within  15  days 
after  the  negative  test; 

(3)  The  swine  are  moved  interstate 
within  30  days  after  the  negative  test; 

(4)  The  swine  are  accompanied  by  a 
permit  and  such  permit  is  delivered  to 
the  consignee;  and 

(5)  The  permit,  in  addition  to  the  in- 
formation described  In  §85.1,  states:  (i) 
The  present  pseudorabies  quarantine 
status  of  the  farm  of  origin;  (11)  the 
identification  of  the  swine  as  required 
by  §71.19  of  this  chapter:  (Hi)  the  date 
of  the  official  pseudorabies  serologic 
test  and  the  name  of  the  laboratory 
where  the  test  was  conducted;  (iv)  the 
date  of  the  official  vaccination  for 
pseudorabies;  and  (v)  that  approval  for 
the  interstate  movement  has  been 
issued  by  the  State  animal  health  offi- 
cial of  the  State  of  destination  prior  to 
the  interstate  movement  of  the  swine. 

(  Approved  by  the  Office  of  Management  and 

Budget  under  control  number  0579^  0051) 

144  KR  10309,  Feb.  16,  1979.  a.s  amended  at  48 
FR  57472.  Dec.  30.  1983;  50  FR  47352,  .\ov.  15, 
1985:  53  FR  40387,  Oct.  14,  1868;  fi9  FR  67183, 
Dec.  29,  1994J 
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IML6  liiterstate  movement  of 
pseudorabies  vaccinate  swine,  ex- 
cept swine  fkx>m  qualified  negative 
mtmm  ■Hwrcd  ▼■ccuuited  iMcdi,  nai 

known  to  be  infected  witil  <Nr  ex- 
posed to  pseudorabies. 

Pseudorabies  vaccinate  swine,  except 
swine  from  qualified  negative  gene-al- 
tered vaccinated  herds,  not  known  to 
be  Infected  with  or  exposed  to 
pseudorabies  shall  only  be  moved  inter- 
state in  accordance  with  the  following 
provisions: 

(a)  Movement  of  pseudorabies  vaxxiruUe 
swine,  except  stvine  from  qualified  nega- 
tive gene-altered  vaccinated  herds,  for 
slaughter.  Pseudorabies  vaccinate 
swine,  except  swine  from  qualified  ne«r- 
ative  gene-altered  vaccinated  herds, 
not  known  to  be  infected  with  or  ex- 
posed to  pseudorabies  shall  be  moved 
interstate  for  slangliter  only  if: 

(1)  The  swine  are  moved  directly  to  a 
recognized  slaughtering  establishment 
or  directly  through  one  or  more 
slaughter  markets  and  then  directly  to 
a  reoognised  slaoghtering  establish- 
ment; 

(2)  The  swine  are  accompanied  by  a 
permit  or  owner-shipper  statement  and 
such  permit  or  owner^hlpper  state- 
ment Is  delivmd  to  the  consignee;  and 

(3)  The  swine  are  moved  to  destina- 
tion in  one  continuous  movement  with- 
out unloading  enroute. 

(b)  Movement  of  pseudorabies  vaccinate 
swine,  except  swine  from  qualified  nega- 
tive gene-altered  vaccinated  herds,  to  a 
quarantined  herd  or  quarantined  feedlot. 
Pseodorables  vaccinate  swine,  except 
swine  from  qualified  negative  gene-al- 
tered vaccinated  herds,  not  known  to 
be  infected  with  or  exposed  to 
pseudorabies  shall  be  moved  interstate 
directly  to  a  quarantined  herd  or  quar- 
antined feedlot  only  if: 

(1)  The  swine  are  accompanied  by  a 
permit  and  sooh  i>ermit  la  delivered  to 

the  consignee;  and 

(2)  The  permit  in  addition  to  infor- 
mation described  in  §85.1  states:  (i)  The 
pseudorabies  status  of  the  herd;  (ii)  the 
Identification  of  the  swine  required  by 
§71.19  of  this  chapter;  (iil)  the  date  of 
the  vaccination  for  pseudorabies;  and 
(iv)  that  approval  for  the  interstate 
movement  has  been  issued  by  the  State 
animal  health  olXicial  of  the  State  of 


destination  prior  to  the  interstate 

movement  of  the  swine. 

(c)  General  movements.  Swine  vac- 
cinated for  pseudorabies  with  a 
glsrcoprotein  I  (gpl)  deleted  gene-al- 
tered pseudorabies  vaccine  and  not 
known  to  be  infected  with  or  exposed 
to  pseudorabies,  but  that  are  not  from 
a  qualified  negative  gene-altered  vac- 
cinated herd,  may  be  moved  interstate 
to  destinations  other  than  those  set 
forth  in  paragraphs  (a)  and  (b)  of  this 
section  only  if: 

(1)  The  swine  are  accompanied  by  a 
certificate  and  such  certificate  Is  deliv- 
ered to  the  consignee;  and 

(2)  The  certificate,  in  addition  to  the 
information  described  in  §85.1,  states: 

(i)  The  identification  required  by 
§  71.19  of  this  chapter; 

(II)  That  each  animal  to  be  moved 
was  vaccinated  for  pseudorabies  with  a 
gpl-deleted  gene-altered  pseudorabies 
vaccine; 

(III)  That  each  animal  to  be  moved 
was  subjected  to  a  gpl  enzyme-linked 

immunosorbent  assay  (ELISA)  or  a  gpl 
Particle  Concentration  Fluorescence 
Immunoassay  (PCFIA)  approved  dif- 
ferential peeudorabies  test  no  more 
than  30  days  prior  to  the  interstate 
movement  and  was  found  negative; 

(iv)  The  date  of  the  gpl  ELISA  or  the 
gpl  PCFIA  approved  differential 
pseudorabies  test;  and 

(V)  The  name  of  the  laboratory  that 
conducted  the  gpl  ELISA  or  the  gpl 
PCFIA  approved  differential 
pseudorabies  test. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579^-0051 ) 

[44  FB  10309,  Feb.  16,  1979,  as  amended  at  48 
FR  517472,  Dec.  30.  1963;  50  FR  473S2.  Nov.  15. 

1966;  58  FR  40387,  Oct.  14.  1988:  55  FR  19253. 
May  9.  1990:  59  FR  67133,  Dec.  29,  1994;  60  FR 
36355,  May  17.  1995;  63  FR  17316.  Apr.  9,  1998] 

§8S.7  laterstate  movMBent  of  swine 
not  Taoeiiiated  ftnr  pseudorabies 

and  not  knowa  ti»  be  infected  with 
or  exposed  to  peeudorabies. 

Swine  not  vaccinated  for/ 
pseudorabies  and  not  known  to  be  in- 
fected with  or  exposed  to  pseudorabies 
shall  only  be  moved  interstate  in  ac- 
cordance with  the  following  provisions: 

(a)  Movement  for  slaughter.  Swine  not 
vaccinated  for  ipseudombies  and  not 
known  to  be  Infected  with  or  exposed 
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to  pseudorabies  may  be  moved  inter- 
state for  slaughter  without  further  re- 
striction under  this  part  directly  to  a 
recognized  slaugrhtering  establishment 
or  directly  through  one  or  more 
slaughter  markets  and  then  directly  to 
a  recognized  Blanglitering  estabUah- 
ment. 

(b)  Movement  to  a  feedlot,  quarantined 
feedlot,  quarantined  herd,  or  approved 
ttvestock  market.  Swine  not  vaccinated 
for  pseudorabies  and  not  known  to  be 
infected  with  or  exposed  to 
pseudorabies  may  be  moved  interstate 
only  if: 

(1)  The  swine  are  moved  from  a  quali- 
fied pseudorabies  netr;i1ive  herd  di- 
rectly to  a  feedlot,  ciuaiantined  feedlot, 
quarantined  herd,  or  approved  liye- 
stock  market;  or 

(2)  The  swine  are  moved  directly  to  a 
feedlot,  quarantined  feedlot,  quar- 
antined herd,  or  to  an  approved  live- 
stock market  for  subsequent  move- 
ment to  a  feedlot  or  quarantined  feed- 
lot,  quarantined  herd  in  accordance 
with  paragraph  (o)  of  this  section;  or 

(3)  The  swine  are  moved  from  a  State 
which  requires  the  State  animal  health 
official  of  that  State  to  be  immediately 
notified  of  any  suspected  or  confirmed 
case  of  pseudorabies  in  that  State  and 
which  requires  that  exposed  or  infected 
livestock  he  quarantined,  such  quar- 
antine to  be  released  only  after  having 
met  quarantine  release  standards  no 
less  restrictive  than  those  in  the  defi- 
nition of  known  infected  herd  in  §85.1, 
and 

d)  Unless  the  swine  are  moving  inter- 
state in  a  swine  production  system  in 
compliance  with  §  71.19(h)  of  this  chap- 
ter, the  swine  are  accompanied  by  an 
owner-shipper  statement  and  are 
moved  from  a  farm  of  origin  directly  to 
an  approved  livestock  market:  and 

(A)  The  owner-shipper  statement  is 
delivered  to  the  consignee,  and 

(B)  The  swine  are  identified  at  the 
approved  livestock  market  to  the  farm 
of  origin  by  the  ident  ification  required 
by  §71.19  of  this  chapter. 

(11)  Unless  the  swine  are  moving 
interstate  in  a  swine  production  sys- 
tem in  compliance  with  § 71.19(h)  of  this 
chapter,  the  swine  are  accompanied  by 
a  certificate  and  such  certificate  is  de- 
livered to  the  consignee;  the  certifi- 
cate, in  addition  to  the  information  in 
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§85.1,  states  the  identifiration  of  the 
farm  of  origin  of  each  swine  being 
moved  hy  a  means  of  Identification  re- 
quired by  171.19  of  this  chapter,  and  ap- 
proval for  the  interstate  movement  has 
been  issued  by  the  State  animal  health 
official  of  the  State  of  destination 
prior  to  the  interstate  movement  of 
the  swine,  and 

(A)  The  swine  are  moved  directly  to  a 
feedlot,  quarantined  feedlot,  quar- 
antined herd  or  approved  livestock 
market  from  a  farm  of  origin;  or 

(B)  The  swine  are  moved  directly  to  a 
feedlot.  quarantined  feedlot,  quar- 
antined herd  or  approved  livestock 
mai'ket  from  au  approved  livestock 
market  which  received  the  swine  di- 
rectly from  a  farm  <tf  Origin,  or 

(C)  The  swine  are  moved  directly  to  a 
feedlot.  quarantined  feedlot.  or  quar- 
antined herd  from  an  approved  live- 
stock market,  which  received  the  swine 
from  another  approved  livestock  mar- 
ket, which  received  the  swine  directly 
from  a  farm  of  origin. 

(c)  General  movetnents.  Swine  not  vaic- 
oinated   for   pseudorahles   and  not 

known  to  V)e  infected  with  or  pxposed 

to  pseudorabies  may  be  moved  inter- 
state only  if: 

(1)  Unless  the  swine  are  moving 
interstate  in  a  swine  production  sys- 
tem in  compliance  with  §  71.19(h)  of  this 
chapter,  the  swine  are  accompanied  by 
a  certificate  and  such  certificate  is  de- 
livered to  the  consignee;  and 

(2)  The  certificate,  in  addition  to  the 
information  described  in  §85.1,  states: 
(i)  The  identification  required  by  §71.19 
of  this  chapter;  and  (ii)  that  each  ani- 
mal to  be  moved:  (A)  Was  subjected  to 
an  official  pseudorabies  serologic  test 
within  30  days  prior  to  the  interstate 
movement  and  was  found  negative,  the 
test  date  and  the  name  of  the  labora- 
tory conducting  the  test;  or  (B)  is  part 
of  a  currently  recognized  qualified 
pseudorabies  negative  herd  and  the 
date  of  the  last  qualifying  test;  or,  (C) 
is  part  of  a  pseudorabies  controlled 
vaccinated  herd  and  is  one  of  the  off- 
spring that  was  subjected  to  the  offi- 
cial pseudorabies  serologic  test  to 
achieve  or  maintain  the  status  of  the 
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herd  as  a  pseudorabies  controlled  vac- 
cinated herd,  and  the  date  of  the  last 
test  to  maintain  said  status. 

(Approved  by  the  Office  of  Manatrement  and 
Budfret  untie]'  control  number  0579-0069) 

£44  FR  10309,  Feb.  16,  1979,  as  amended  at  48 
PR  57472,  Deo.  90,  1988;  60  FR  47852,  Nov.  15, 
1985:  53  P  R  40387.  Oot.  14,  1988;  86  FR  65604. 

Dec.  20.  2001J 

186.8  Interstate  movemciu  of  swine 
from  a  qualified  negative  gene-al- 
tered vaccinated  herd. 

Swine  from  a  qualified  negative  gene- 
altered  yaoclnated  herd,  and  not  known 
to  be  Infected  with  or  exposed  to 
peettdorabies.  may  be  moved  inter- 
estate  only  in  accordance  with  the  fol- 
lowing mroyisions: 

(a)  Without  ftirther  restriction  under 
this  part  if: 

(1)  The  swine  are  moved  directly  to  a 
recognized  slaughtering  establishment, 
or  directly  through  one  or  more 
slaughter  markets  and  then  directly  to 
a  recognized  slaughtering  establish- 
ment; or 

(2)  The  swine  are  moved  directly  to  a 
feedlot.  quarantined  feedlot,  or  ai^- 

proved  livestock  market:  or 

(3)  The  swine  are  moved  from  an  ap- 
proved livestock  market  to  a  feedlot, 
quarantined  feedlot,  or  other  approved 
livestock  market;  or 

(4)  The  swine  are  moved  interstate  in 
a  swine  production  system  in  compli- 
ance with  §  71.19(h)  of  this  chapter. 

<b>  For  all  interstate  movements 
other  than  those  set  forth  in  paragraph 
(a^  of  this  section,  the  swine  must  be 
accompanied  by  a  certificate,  and  tlie 
certificate  must  be  delivered  to  the 
consignee.  In  addition  to  the  informa- 
tion required  by  §85.1  of  this  part,  the 
certificate  must  state:  (1)  That  the 
swine  are  from  a  qualified  negative 
g^ene-altered  vaccinated  herd;  (2)  The 
date  of  the  herd's  last  qualifying  test: 
(3)  The  identification  for  the  swine  to 
be  moved  interstate.  In  accordance 
with  §71.19  of  this  chapter;  and  (4)  If 
the  swine  to  be  moved  are  official  gene- 
altered  pseudorabies  vaccinates,  the  of- 
ficial gene-altered  pseudorabies  vac- 
cine used  in  the  herd. 

[55  FR  19868.  May  9,  1990.  as  amended  at  86 
FR  66804,  Dec.  80, 2001] 


iS5JB  Other  interstate  movanents. 

The  Administrator  may,  upon  re- 
quest in  qiedflc  cases,  permit  the 
interstate  movement  of  livestock  not 
otherwise  provided  for  in  this  part 
under  such  conditions  as  he  may  pre- 
scribe to  prevent  the  qiread  of 
pseudorabies.  The  Animal  and  Plant 
Health  Inspection  Service  intends  that 
such  authority  be  used  only  in  situa- 
tions and  u4der  circumstances  pre- 
senting problems  that  could  not  have 
been  reasonably  anticipated  in  advance 
and  in  unique  situations.  The  Animal 
and  Plant  Health  Inspection  Service 
does  not  intend  that  such  authority  be 
used  repeatedly  to  cover  the  same 
problem,  but  that  the  reg'ulation  be 
amended  to  conform  with  needed 
changes  as  they  come  to  light. 

144  FR  10309.  Feb.  16.  1979.  as  amended  at  54 
FR  Tim,  May  16, 1988.  Redesisnated  at  66  FR 
19258,  May  9, 1990] 

§88^10  Interstate  movement  of  swine 

semen  and  swine  embryos  fl>r  in- 
teminatioaL  of  or  implantation  into 
swine. 

Swine  semen  and  swine  embryos 
moved  Interstate  for  insemination  of 
swine  or  Implantation  into  swine  shall 

be  accompanied  by  a  document  issued 
by  an  accredited  veterinarian  stating 
that  the  donor  swine  are  not  known  to 
be  infected  with  or  exposed  to 
pseudorabies,  were  negative  to  an  offi- 
cial pseudorabies  serologic  test  within 
30  days  prior  to  the  collection  of  the 
semen  or  embryos  or  were  members  of 
a  qualified  pseudorabim  negative  herd, 
and  had  not  been  exposed  to 
pseudorabies  within  30  days  prior  to 
the  collection  df  the  semen  or  embnros. 

(Approved  by  the  Office  of  Management  and 
Bndget  under  control  nomber  0679-0082) 

r44  FR  10800,  Feb.  16,  1979,  as  amended  at  50 

PR  47353.  Nov.  15.  1985.  Redesig-natcd  at  55  FR 
19253.  May  9,  1990;  50  FR  67133,  Dec.  29,  1994J 

885.11  Penniti  and  oertUicatee. 

(a)  Each  permit,  certificate  or  owner- 
shipper  statement  required  under  this 
part  to  accompany  swine  interstate 
shall  be  delivered  with  the  swine  to  the 
consignee  by  the  person  delivering  the 
swine. 
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(b)  A  copy  of  each  permit  or  certifi- 
cate required  under  this  part  to  arrom- 
pany  swine  interstate  shall  be  mailed 
or  delivered  to  the  State  animal  health 
official  of  the  State  of  destination  by 
the  person  issuing  the  document  within 
3  days  of  the  interstate  movement  of 
the  swine  covered  by  said  doctiment. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0069) 

[11  FR  10309.  Feb.  16.  1979.  as  amended  at  48 
FR  57472.  Dec.  30,  1983.  Redesignated  at  55  FR 
19253.  May  9.  1990] 

85.12   Cleaning      and  disinfectiiig 
means  of  conveyance. 

All  means  of  conveyance  used  in  con- 
nection with  the  interstate  movement 

of  pseudorabies  infected  or  exposed 
livestock  shall  be  cleaned  and  dis- 
infected in  accordance  with  §71.7  of 
this  chapter  using  one  of  the  disinfect- 
ants registered  under  the  Federal  In- 
secticide, Fungicide  and  Rodenticide 
Act,  as  amended  (7  U.S.C.  135  et  seq.) 
with  herpes  virucidal  claims.  These 
disinfectants  shall  be  used  in  accord- 
ance with  directions  on  their  labels  ac- 
cepted in  connection  with  their  reg- 
istiration. 

[41  FR  10309.  Feb.  16.  1979,  as  amended  at  02 
FR  27937,  May  22, 1997] 

S8S.13   Cleaning  and  disinfecting  live- 
stock markets  and  other  facilities. 

Livestock  markets  and  other  facili- 
ties used  in  connection  with  the  inter- 
state movement  of  psendorabies  in- 
fected or  exposed  livestock  shall  be 
cleaned  and  disinfected  in  compliance 
with  §71.7  of  this  chapter  using  one  of 
the  disinfectants  registered  under  the 
Federal  Insecticide.  Fungricide  and 
Rodenticide  Act,  as  amended  (7  U.S.C. 
135  et  seq.)  with  herpes  virucidal  claims. 
These  disinfectants  shall  be  used  in  ac- 
cordance with  directions  on  their  la- 
bels accepted  in  connection  with  their 
registration. 

[44  FR  10309.  Feb.  16.  1979,  as  amended  at  62 
PR  27987.  May  22. 1997] 

PART  88— COMMERCIAL  TRANS- 
PORTATION OF  EQUINES  FOR 
SLAUGHTER 

Sec. 

88.1  Definitions. 


88.2  General  information. 

88.3  Standards  for  conveyances. 

88.4  Requirements  for  transport. 

88.6  Beqoirements  at  a  slaoghtering  Ikudl- 
Ity. 

88.6   Violations  and  penalties. 

Authority:  7  U.S.C.  1901,  7  CFR  2.22.  2.80, 
871.4. 

source:  66  FR  88816,  Deo.  7,  2001,  onleai 
otherwise  noted. 

188.1  Deifliiitloiis. 

The  following  definitions  andy  to 

this  part: 

APHIS.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  U.S.  Depart- 
ment of  Agricultore. 

Cn})}»u'rcial  transportatioy} .  Movement 
for  prolit  via  conveyance  on  any  high- 
way or  public  road. 

ConveyaTice.  Tracks,  tractmrs,  trail- 
ers, or  semitrailers,  or  any  combina- 
tion of  these,  propelled  or  drawn  by 
mechanical  power. 

Equine.  Any  member  of  the  Squidae 
family,  which  includes  horses,  MSes, 
mules,  ponies,  and  zebras. 

Euthanaaia.  The  humane  destruction 
of  an  animal  by  the  nse  of  an  anes- 
thetic aRcnt  or  other  means  that 
causes  painless  loss  of  consciousness 
and  subsequent  death. 

OwnerMiivper.  Any  individual,  part- 
nership, corporation,  or  cooperative  as- 
sociation that  ent^-a^es  in  the  commer- 
cial Liansportalion  of  more  than  20 
eqnines  per  year  to  slaughtering  facUl- 
ties.  except  any  individual  or  other  en- 
tity who  transports  equines  to  slaugh- 
tering laciiiLiea  incidental  to  his  or  her 
principal  activity  of  production  agri- 
culture (production  of  food  or  fiber). 

Owner-shipper  certificate.  VS  Form  10- 
13,^  which  requires  the  information 
specified  by  §88.4(a)(8)  of  this  part. 

Secretary.  The  Secretary  of  Agri- 
culture. 

Slaughtering  facility.  A  commercial 
establishment  that  slaughters  equines 

for  any  purpose. 

Stallion.  Any  unca.strated  male 
equine  that  is  1  year  of  age  or  older. 

USDA.  The  U.S.  Department  of  Agri- 
culture. 


1  Forms  may  be  obtained  the  National 
Animal  Hmltii  Prograins  Stsff,  Veterinary 

Service.s.  APHIS.  1700  River  Road  Unit  48. 
Riverdale,  MD  20737-1231. 
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USDA  backtag.  A  backtaff  issued  by 
APHIS  that  confonns  to  the  eight- 
character  alpha-numeric  National 
Backtagging  System  and  that  provides 
unique  identification  for  each  animal. 

USDA  representative.  Any  employee  of 
the  USDA  who  is  authorized  by  the 
Deputy  Administrator  for  Veterinary 
Services  of  APHIS,  USDA,  to  enforce 
this  part. 

§88.2    General  information. 

(a)  State  governments  may  enact  and 
enforce  regulations  that  are  consistent 
with  or  that  are  more  stringent  than 

the  regulations  in  this  part. 

(b)  To  determine  whether  an  indi- 
vidual or  other  entity  found  to  trans- 
port equines  to  a  slaughtering  facility 
is  subject  to  the  retrulations  in  this 
part,  a  USDA  representative  may  re- 
quest ttom  any  individual  or  other  en- 
tity who  transported  the  equines  infor- 
mation regarding  the  business  of  that 
individual  or  other  entity.  When  such 
information  is  requested,  the  indi- 
vidual or  other  entity  who  transported 
the  equines  must  provide  the  informa- 
tion within  30  days  and  in  a  format  as 
may  be  specified  by  the  USDA  rep- 
resentative. 

§  88.3    Standards  for  conveyances. 

(a)  The  animal  cargo  space  of  convey- 
ances used  for  the  commercial  trans- 
portation of  eqtilnes  to  slaughtering  fa- 
cilities must: 

(1)  Be  designed,  constructed,  and 
maintained  in  a  manner  that  at  all 
times  protects  the  health  and  well- 
being  of  the  equines  being  transported 
(e.g.,  provides  adequate  ventilation, 
oonti^ns  no  sharp  protnudons,  etc.); 

(2)  Include  means  of  completely  seg- 
regating each  stallion  and  each  aggres- 
sive equine  on  the  conveyance  so  that 
no  stallion  or  aggressive  equine  can 

come  into  contact  with  any  of  the 
other  equines  on  the  conveyance; 

(8)  Have  sufficient  interior  height  to 
allow  each  equine  on  the  conveyance  to 
stand  with  its  head  extended  to  the 
fullest  normal  postural  height;  and 

(4)  Be  equipped  with  doors  and  ramps 
of  sufficient  size  and  location  to  pro- 
vide for  safe  loading'  and  unloading-. 

(b)  Equines  in  commercial  transpor- 
tation to  slaughtering  facilities  must 
not  be  transported  in  any  conveyance 


that  has  the  animal  cargo  space  di- 
vlded  into  two  or  more  stacked  levels» 

except  that  conveyances  lacking  the 
capability  to  convert  from  two  or  more 
stacked  levels  to  one  level  may  be  used 
until  December  7,  9006.  Oonvejrances 
with  collapsible  floors  (also  known  as 
"floating  decks")  must  be  configured 
to  transport  equines  on  one  level  only. 

§8&4  ItoqtiireaMttts  lior  transport. 

(a)  Prior  to  the  commercial  transpor- 
tation of  equines  to  a  slaughtering  fa- 
cility, the  owner/shipper  must: 

(1)  For  a  period  of  not  less  than  6 
consecutive  hours  immediately  prior  to 
the  equines  being  loaded  on  the  con- 
veyance, provide  each  equine  appro- 
priate food  (i.e.,  hay,  grass,  or  other 
food  that  would  allow  an  equine  in 
transit  to  maintain  well-being),  pota- 
ble water,  and  the  opportunity  to  rest; 

(2)  Apply  a  USDA  backtag  2  to  each 
equine  in  the  shipment; 

(3)  Complete  and  sign  an  owner-ship- 
per certificate  for  each  equine  being 
transported.  The  owner-shipper  certifi- 
cate for  each  equine  must  accompany 
the  equine  throughout  transit  to  the 
slaughtering  facility  and  must  include 
the  following-  information,  which  must 
be  typed  or  legibly  completed  in  ink: 

(i)  The  owner/shipper's  name,  ad- 
dress, and  telephone  number; 

(11)  The  receiver's  (destination) 
name,  address,  and  telephone  number; 

(iii)  The  name  of  the  auction/market, 
if  applicable; 

(iv)  A  description  of  the  conveyance, 
including  the  license  plate  number; 

(V)  A  description  of  the  equine's 
physical  characteristics,  including 
such  information  as  sex,  breed,  color- 
ing, distinguishing  markings,  perma- 
nent brands,  tattoos,  and  electronic  de- 
vices that  could  be  used  to  identify  the 
equine: 


3 USDA  bax;ktag8  are  available  at  reoog^ 

nized  slaufihterins:  establishments  and  spe- 
cilically  approved  stockyards  and  Irom  State 
representatives  and  APHIS  representatives. 
A  list  of  recognized  slauRhtering-  e.-^tablish- 
ments  and  specifically  approved  stockyard.s 
may  be  oV)tamed  as  Indicated  in  f  78.1  of  this 
chaptei\  The  terms  "State  representative" 
and  "  APHIS  representative  '  are  defined  in 
178.1  of  this  chapter. 


345 


§88^ 


9  CFRCh.  I  (1-1-03  Edition) 


(vi)  The  number  of  the  USDA 
backtag  appli<'(]  to  the  equine  in  ac- 
cordance wiLli  paragraph  (a)(2)  of  this 
section; 

(vii)  A  statement  of  fitness  to  travel 
at  the  time  of  loading,  which  will  indi- 
cate that  the  equine  is  able  to  bear 
weigrht  on  all  four  limbs,  able  to  ^Ik 
unassisted,  not  blind  in  1)0th  eyes, 
older  than  6  months  of  asre.  and  not 
likely  to  prive  birth  duriny^  the  t  rip: 

(viii)  A  description  of  any  preexisting 
Injuries  or  other  unusual  condition  of 
the  equine,  such  as  a  wound  or  blind- 
ness in  one  eye.  that  may  cause  the 
equine  to  have  special  handling  needs; 

(Iz)  The  date»  tlme»  and  place  the 
equine  was  loaded  on  the  conveyance; 
and 

(x>  A  statement  that  the  equine  was 
provided  access  to  food,  water,  and  rest 
prior  to  transport  in  accordance  with 
paragraph  (a)(1)  of  this  section;  and 

(4)  Load  the  equines  on  the  convey- 
ance so  that: 

(I)  Bach  equine  has  enough  floor 
space  to  ensure  that  no  equine  Is 
crowded  in  a  way  likely  to  cause  Injury 
or  discomfort;  and 

(II)  Each  stallion  and  any  aggressive 
equines  are  completely  segregated  so 

that  no  stallion  or  aggressive  equine 
can  come  into  contact  with  any  other 
equine  on  the  conveyance. 

(b)  During  transit  to  the  slaughtering 
facility,  the  owner/shlpper  must: 

(1)  Drive  in  a  manner  to  avoid  caus- 
ing injury  to  the  equines; 

(2)  Observe  the  equines  as  fk^uently 
as  circumstances  allow,  but  not  less 
than  once  every  6  hours,  to  check  the 
physical  condition  of  the  equines  and 
ensure  that  all  requirements  of  this 
part  are  being  followed.  The  owner/ 
shipper  must  obtain  veterinary  assist- 
ance as  soon  as  possible  from  an  equine 
veterinarian  for  any  equines  In  obvious 
physical  distress.  Equines  that  become 
nonambulatory  en  route  must  be 
euthanized  by  an  equine  veterinarian. 
If  an  equine  dies  en  route,  the  owner/ 
shipper  must  contact  the  nearest 
APHIS  office  as  soon  as  possible  and 
allow  an  APHIS  veterinarian  to  exam- 
ine the  equine.  If  an  APHIS  veterl> 
narian  is  not  available,  the  owner/ship- 
per must  contact  an  equine  veteri- 
narian; 


(3)  Offload  from  the  conve.vance  any 
equine  that  has  been  on  the  convey- 
ance for  28  consecutive  hours  and  pro- 
vide the  equine  appropriate  food,  pota- 
ble water,  and  the  opportunity  to  rest 
for  at  least  6  consecutive  hours:  and 

(4)  If  offloading  is  required  en  route 
to  the  slaughtering  facility,  the  owner/ 
shipper  must  prepare  another  owner- 
shipper  certificate  as  required  by  para- 
graph (a)(2)  of  this  section  and  record 
the  date,  time,  and  location  where  the 
offloading  occurred.  In  this  situation, 
both  owner-shipper  certificates  would 
need  to  accompany  the  equine  to  the 
slaughtering  faollll^. 

(c)  Handling  of  all  equines  In  com- 
mercial transportation  to  a  slaugh- 
tering facility  shall  be  done  as  expedi- 
tiously and  carefblly  as  possible  la  a 
manner  that  does  not  cause  unneces- 
sary discomfort,  stress,  physical  harm, 
or  trauma.  Electric  prods  may  not  be 
used  on  equines  In  commercial  tnaoB- 
portation  to  a  slaughtering  facility  tot 
any  purpose,  including  loading  or  off- 
loading on  the  conveyance,  except 
when  human  safety  Is  threatened. 

(d)  At  any  point  during  the  commw- 
clal  transportation  of  equlne.s  to  a 
slaughtering  facility,  a  USDA  rej^ 
resentatlve  may  ezainlne  the  eqnlnee, 
inspect  the  conveyance,  or  review  the 
owner-shipper  certificates  required  by 
paragraph  (a)(3)  of  this  section. 

(e)  At  any  time  during  the  commer^ 
cial  transportation  of  equines  to  a 
slaughtering  facility,  a  USDA  rei>- 
resentative  may  direct  the  owner/ship- 
per to  take  annropriate  actions  to  al- 
leviate the  suffering  of  any  equine.  If 
deemed  necessary  by  the  USDA  rep- 
resentative, such  actions  could  include 
securing  the  services  of  an  equine  vet- 
erinarian to  treat  an  equine,  including 
performing  euthanasia  if  necessary. 

(f)  The  individual  or  other  entity  who 
signs  the  owner-shipper  oertifloate 
must  maintain  a  copy  of  the  owner- 
shipper  certificate  for  1  year  following 
the  date  of  signature. 

§88.6  Requirements  at  a  *i*«tgfc*^iy 

facility. 

(a)  Upon  arrival  at  a  slaughtering  fa- 
cility, the  owner/shipper  must: 

(1)  Ensure  that  each  equine  has  ac- 
cess to  appropriate  food  and  potable 
water  after  being  offloaded; 
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(2)  Present  the  owner-shipper  certifi- 
cates to  a  USDA  representative; 

(8)  Allow  a  USDA  representative  ac- 
cess to  the  equlnes  for  the  purpose  of 
examination;  and 

(4)  Allow  a  USDA  representatiye  ac- 
cess to  the  ajiimal  cargro  area  of  the 
conveyance  for  the  purpose  of  Inspec- 
tion. 

(b)  If  the  owner/ shipper  arrives  dur- 
ing normal  business  honrs,  the  owner/ 
shipper  must  not  leave  the  premises  of 
a  slaughtering  facility  until  the 
equines  have  been  examined  by  a  USDA 
representatiye.  However,  if  the  owner/ 
shipper  arrives  outside  of  normal  busi- 
ness hours,  the  owner/shipper  may 
leave  the  premises  but  must  return  to 
the  premises  of  the  slaughtering  facil- 
ity to  meet  the  USDA  representative 
upon  his  or  her  arrival. 

(c)  Any  owner/shipper  transporting 
equines  to  slaughtering  facilities  out- 
side of  the  United  States  must  present 
the  owner-shipper  certificates  to  USDA 
representatives  at  the  border. 

i  88.6  Violations  and  penalties. 

(a)  The  Secretary  is  authorized  to  as- 
sess civil  penalties  of  up  to  $5,000  per 
violation  of  any  of  the  regulations  in 
this  part. 


Species  and  quantity  of  tivestock 


(b)  Each  equine  transported  in  viola- 
tion of  the  regulations  of  this  part  will 
be  considered  a  separate  violation. 

(Approved  by  the  Office  of  Management  and 
Bucteret  under  control  number  0579-0160.) 

PART  89— STATEMENT  OF  POLICY 
UNDER  THE  TWENTY-EIGHT  HOUR 
LAW 

89.1  Amount  of  feed. 

89.2  Two  or  more  feedings  at  same  station. 

89.3  Feeding,  watering,  and  resting  live- 
stock in  the  oar. 

89.}  Watering, 

89.5  Feeding  pens. 

.Mn^ORiTY:  34  Stat.  607:  45  U.S.C.  71-74:  19 
FR  74.  as  amemied:  7  CFR  2.22.  2.80,  and  371.4. 

Source;  28  FR  5967,  June  13,  1963,  unless 
otherwise  noted. 

§  89.1   Amount  of  feed. 

(a)  Under  normal  conditions,  the 
amount  of  feed  designated  in  the  fol- 
lowing schedule  will  be  considered  as 
sustaining-  rations  for  livestock  in 
transit  when  fed  at  the  intervals  re- 
qaired  by  tlie  Twenty-Eigbt  Hour  Law: 


At  first  feeding  station 


(tor 


Cattle  and  beef  type  or 
Dairy  calves  (for  each  car  (tock^) 
Horses  and  mules  (for  each  car  ^)  ...... 

Sheep  and  goals  (for  Mch  car  deck^)  

Lwnbs  and  khto  (lor  Moh  car  deck  1)   

Swine  (for  each  carload  tol,  In  aln0to  OT  douM*  dsck  car.  llw  amount  Of 
com  2  indicated): 

Lots  of  not  more  than  18.000  lbs  

More  than  18.(X>0  lbs.  but  not  more  than  21.000  lbs  

More  Hmn  21,000  lbs.  but  not  ntore  than  24.000  lbs  

More  than  24,000  lbs.  but  not  more  than  27,000  lbs  

More  than  27.000  lbs.  but  not  mors  than  30,000  lbs  

More  than  30,000  Iba.— proporlkinalaty  larger  amounts  .   


200  lbs. 
100  lbs 
400  lbs 
200  lbs. 
100  lbs. 


of  hay '  2 
of  hay  1  2 
of  hay '  2 
o»hay'  2 

a(hay«« 


2  bushels  .... 
2V&  bushels 

3  bushels  .... 

bushels 

4  bushels  .... 


300  lbs.  of  hay.'  * 
150  lbs.  of  hay.'  -  » 
400  lbs.  of  hay.'-  ■ 
300  lbs.  of  hay.'-  * 
lS0lb6.ofhey.f« 


2  bushels. 
2W  bushels. 

3  bushels. 

3^/2  bushels. 

4  bushels. 


'The  requirements  set  font-  j..ir:t.iin;ng  rations  'or  a  full  load  of  (ivestock  in  a  railroad  car  40  feet  in  length  Tho  require- 
ments for  a  full  loed  of  livestock  m  railroad  cars  of  different  sizes  should  be  modified  proportionately,  i.e.,  a  load  ot  livestock 
transported  in  a  car  SO  feel  in  length  would  tequlie  an  addWonal  25  peiosnt  of  fsed  or  2.5  percent  fbr  each  addMonal  fool  of  oar 
0v6r  4-0  foot 

'Or  ttw  equivaieni  in  other  uuitatiis  toed.  Dairy  cahres  too  young  to  eat  hay  or  grain,  or  shipped  without  their  dams.  shouM  be 
given  a  sufficient  amount  of  prepared  caH  feed,  mHk,  raw  eggs.  Or  ottier  suitable  feed.  All  feed  should  be  of  good  quality. 


(b)  When  the  owner  of  a  consignment 
of  livestock  desires  that  they  be  fed 
larger  amounts  of  feed  than  those  des- 

ignatcd  in  paragraph  (a)  of  this  section 
for  the  particular  kind  and  quaniity  of 
livestock,  or  the  carrier  believes  that 
they  should  be  fed  larger  amounts,  the 


amounts  to  be  fed  should  be  agreed 
upon,  if  practicable,  by  the  owner  and 
the  carrier  at  the  time  the  animals  are 

offered  for  shipment. 

(c)  When  emergency  conditions  arise, 
such  as  severe  changes  in  the  weather. 
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which  increase  the  rigors  of  transpor- 
tation, the  livestock  should  receive 
amounts  of  feed,  additional  to  those 
designated  in  paragraph  (a)  of  this  sec- 
tion, sufficient  to  sustain  them  until 
they  arrive  at  the  next  feeding  station 
or  destination. 

(d)  When  the  movement  of  livestock 
is  delayed  en  route  so  that  the  period 
of  their  confinement  in  the  cars  mate- 
rially exceeds  that  specified  by  the 
Twenty-Eight  Hour  Law,  the  livestock 
should  receive  additional  feed  in  pro- 
portion to  such  excess  time. 

%9M  Two  or  more  feedings  at  same 
station. 

When  livestock  are  held  at  a  feeding 
station  12  hours  after  the  last  previous 
feed  has  been  substantially  consumed, 
they  should  again  be  fed  the  ration  pre- 
scribed  by  f  89.1(a)  for  that  station:  Pro- 
vided, however.  That  they  may  be  held 
without  such  ffedine-  for  a  period 
longer  than  12  houra  ii  the  time  tiiey 
are  so  held,  added  to  the  time  required 
to  reach  the  next  feeding  station  or 
destination,  whichever  Is  closer,  would 
not.  oT-dinai  ily  exceed  40  hours. 

ft  89.3   Feeding,  watering»  and  resting 

livestock  in  the  car. 

(a)  Livestock  should  be  unloaded  into 
pens  of  the  character  described  in 
S  88.6(a)  for  feeding,  watering,  and  rest- 
ing, unless  there  is  ample  room  in  the 
car  for  all  of  the  animals  to  lie  down  at 
the  same  time. 

(b)  If  livestock  are  watered  In  the 
car,  adequate  facilities  should  be  pro- 
vided and  ample  water  furnished  to  in- 
sure all  the  animals  an  opportunity  to 
drink  their  All.  In  the  case  of  hogs, 


water  should  be  available  for  not  less 
than  1  hour. 

(c)  Livestock  unloaded  for  feed  and 
water  and  returned  tO  the  car  for  rest 
should  be  allowed  to  remain  In  the  pens 
not  less  than  2  hours. 

(d)  Livestock  unloaded  for  water  and 
returned  to  the  car  for  feed  and  rest 
should  be  allowed  to  remain  in  the  pens 
not  less  than  1  hour. 

(e)  When  livestock  are  fed  in  the  car, 
the  feed  should  be  evenly  distributed 
throughout  the  car. 

I0M  Watering; 

Livestock  should  be  ftimlshed  an 

ample  supply  of  potable  water.  Water 
treated  with  chemicals  for  industrial 
or  boiler  use,  or  taken  from  streams  or 
ponds  containing  sewage,  mud,  or  other 
objectionable  matter  should  not  be 
used.  Troughs  and  other  receptacles 
should  be  clean.  In  cold  weather,  the 
water  should  be  firee  trom  ice. 

§  89.5   Feeding  pens. 

(a)  Stock  pens  and  other  enclosures 
for  feeding,  watering,  and  resting  live- 
stock in  transit  should  have  (1)  suffi- 
cient space  for  all  of  the  livestock  to 
lie  down  at  the  same  time.  (2)  properly 
designed  facilities  for  feeding  and  wa- 
tering the  livestock,  (3)  reasonably 
well-drained,  clean,  and  safe  floors  of 
concrete,  cinders,  gravel,  hard-packed 
earth,  or  other  suitable  material,  sad 
(4)  suitable  protection  from  weather 
reasonably  to  be  expected  in  the  region 
in  which  the  pens  are  located. 

(b)  Care  should  be  taken  to  protect 
livestock  unloaded  en  route  at  a  pc^t 
having  marked  difference  in  tempera- 
ture from  that  at  the  point  from  which 
they  were  shipped. 
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SUBCHAPTER  D— EXPORTATION  AND  IMPORTATION  OF 
ANIMALS  (INCLUDING  POULTRY)  AND  ANIMAL  PRODUCTS 


PART  91— INSPECTION  AND  HAN- 
DLING OF  LIVESTOCK  FOR  EX- 
PORTATION 

Subpart  A— General  Provisions 
91.1  DeffnitloiiB. 

91^  Animals  to  be  handled  in  compliance 
with  regulations. 

91.3  General  export  requirements. 

91.4  Other  movements  and  conditions. 

Subpart  B— Diagnostic  Tesli,  Treatments 

91.5  Cattle. 

91.6  Goats. 

91.7  Captive  oervids. 

91.8  Sheep. 

91.9  Swine. 

Subpart  C— Ports  of  Embarkation,  FacilMM, 
Healtti  Certification 

91.14  Ports  of  embarkation  and  export  in- 
spection ftusilltles. 

91.15  Inspection  of  animals  for  export. 

91.16  Certification  of  animals  for  export. 

Subpart  D— Inspection  of  Vestelt  and 
Accommockillons 

91.17  Accommodations  for  humane  treat- 
ment of  animals  on  ocean  vessels. 

91.18  CleaninF  and  disinfection  of  transport 

carriers  for  export. 

91.19  Inspection  of  ocean  vessels  prior  to 
loading. 

91.20  General  t'on-stractlon. 

91.21  Ventilation. 

91.22  Protection  fi*om  heat  of  boilers  and  en- 
gines. 

91.23  Loading  ramps  and  doors. 
91uM  Attendants. 

91.25  Space  requirements  for  animals  on 

ocean  vessels. 

91.26  Concrete  flooring. 

91.27  Troucrhs  and  hayracks. 
91J28  Stanchions  and  rails. 
91.29  Hatches. 

91.80  DefeotlTO  fittings. 

Subpart  E— Cleaning  and  Disinfecting  of 
Aifcioft 

91.41  Cleaning  and  disinfecting  of  aircraft. 

AtJTHORITy:  21  U.S.C.  105.  112,  113.  114a,  120, 
121,  134b.  1343f.  136.  136a.  612.  613.  61 1.  and  618: 
46  U.S.C.  3901  and  3902;  49  U.S.C.  1509(d):  7 
OFR  2.22,  2.80.  and  871.4. 


Source:  42  FR  28990,  June  7,  1977,  unless 
otherwise  noted. 

Subpail  A— General  Provisions 

S91.1  Definitions. 

Whenever  In  the  regulations  In  this 
part  the  following  terms  are  U86d,  they 
shall  be  construed  as  follows: 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1,  2,  3,  and  11  of 
subchapter  A,  and  sabbhapters  B,  O, 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
State-Federal  disease  control  and 
eradication  programs. 

AdminUtrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

Animals,  Horses,  cattle  (including 
American    bison),    captiTe  cenrids, 

sheep,  swine,  and  goats. 

APHIS  representative.  An  individual 
employed  by  APHIS  who  is  authorized 
to  perform  the  fonction  involved. 

Department.  The  United  States  De- 
partment of  Agriculture. 

Horses.  Horses,  mules,  and  asses. 

Inspector.  An  inspector  of  the  Animal 
and  Plant  Health  Inspection  Service. 

Miniature  swine.  Swine  and 
raised  as  pets  or  for  laboratory  tpstiner 
purposes  that  do  not  weigh  more  than 
100  pounds  at  maturity. 

Official  brucellosis  vaccinate.  A  female 
bovine  animal  vaccinated  against  bru- 
cellosis in  accordance  with  the  provi- 
sions prescribed  in  the  Recommended 
brucellosis  Bradication  Uniform  Meth> 
ods  and  Rules,  chapter  1,  part  I-H.  I, 
and  J  The  provisions  of  the  Uniform 
Methods  and  Rules  are  hereby  incor- 
porated by  reference. 
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Origin  health  certificate.  An  offlGial 
document  issued  by  an  APHIS  rep- 
resentative or  an  accredited  veteri- 
narian at  the  point  of  origin  of  a  ship- 
ment of  animals  to  be  moved  under 
this  part,  which  shows  the  Identifica- 
tion tag,  tattoo,  or  registration  num- 
ber or  similar  identification  of  each 
animal  to  be  moved,  the  number,  breed, 
sex.  and  approximate  age  of  the  ani- 
mals covered  by  the  document,  the 
date  and  place  of  issuance,  the  points 
of  orl^rin  and  destination,  the  con- 
signor, and  the  consignee,  and  which 
states  that  the  animal  or  animals  iden- 
tified on  the  certificate  meet  the  ex- 
port health  requirements. 

Prr!}tisp<;  nf  origin.  The  farm  or  other 
premises  where  the  animals  intended 
for  export  are  being  raised  or  assem- 
bled, or  both,  inunedlately  before 
movement  for  export. 

Roofing  paper.  Any  saturated  roofing 
paper  of  a  grade  known  to  the  trade  as 
30-pound  roofing  paper. 

State  of  origin.  The  State  in  whloh  the 
premises  of  origin  is  located. 

Veterinary  Services.  The  Veterinary 
Services,  Animal  and  Plant  Healldi  In* 
spectlon  Servloe  of  the  Department. 

[42  FR  2Rf}f)n.  June  7.  1977.  as  amendod  at  53 
FR  51746.  Dec.  23.  1988;  57  FR  23047,  June  1. 
1962:  57  FR  39853.  Aug.  31,  1992;  63  FR  72129. 
Dec.  81, 1998] 

§91^  Animals  to  be  handled  in  cmn^- 
ance  with  regulations. 

No  animals  covered  by  the  regula- 
tions in  this  part  shall  be  exported  to  a 
foreign  country  except  in  compliance 
with  the  provlBione  in  this  part. 

§91.3    General  export  requirements. 

(a)  All  animals  intended  for  expor- 
tation to  a  foreign  oonntry,  except  by 

land  to  Mexico  or  Canada,  must  be  ac- 
companied from  the  State  of  origin  of 
the  export  movement  to  the  port  of 
embarlcation  by  an  origin  health  cer- 
tificate. All  animals  intended  for  ex- 
portation by  land  to  Mexico  or  Canada 
must  be  accompanied  from  the  State  of 
origin  of  the  export  movement  to  the 
border  of  the  United  States  by  an  ori- 
gin health  roriilieale.  The  origin 
health  certificate  must  certify  that  the 
animals  were  inspected  within  the  80 
days  prior  to  the  date  of  export,  except 
as  follows:  When  the  Administrator  al- 


lows sampliniT  or  testing  to  be  done 
more  than  30  days  prior  to  the  date  of 
export,  in  accordance  with  paragraph 
(c)  of  this  section,  then  the  animals 
also  may  bt  pected  within  that  same 
time  period,  and  the  origin  health  cer- 
tificate will  remain  valid  for  that  time 
period.  The  origin  health  certificate 
must  certify  that  the  animals  were 
found  upon  inspection  to  be  healthy 
and  free  from  evidence  of  commu- 
nicable disease  and  exposure  to  com- 
municable disease.  The  origin  health 
certificate  must  be  endorsed  by  an  au- 
thorized APHIS  veterinarian  in  the 
State  of  origin  and  must  include  any 
test  results  added  by  the  authorised 
APHIS  veterinarian  pursuant  to 
§161.3(k)  of  this  chapter  (any  added  test 
results  must  be  initialed  by  the  author- 
ised veterinarian).  The  origin  health 
certificate  must  individually  identify 
the  animals  in  the  shipment  as  t  o  spe- 
cies, breed,  sex,  and  age  and,  U  applica- 
ble, must  also  show  registration  name 
and  number,  tattoo  markings,  or  other 
natural  or  acquired  markings.  The  ori- 
gin health  certificate  must  include  all 
test  results,  certifications,  or  other 
statements  required  by  the  country  of 
destination. 

(b)  Inspection.  All  animals  in  each  ex- 
port shipment,  except  animals  intended 
for  export  by  land  to  Mexico  or  Canada, 
shall  have  been  inspected,  tested,  or 
treated  in  the  manner  prescribed  in 
this  part  prior  to  the  movement  of  the 
export  shipment  to  the  export  inspec- 
tion facility.  .\\]  animals  in  each  ex- 
port shipment  intended  for  export  by 
land  to  Mexico  or  Canada  shall  have 
been  inspected,  tested,  or  treated  In 
the  manner  prescribed  in  this  part 
prior  to  the  movement  of  the  animals 
from  the  State  of  origin.  The  Adminis- 
trator may,  upon  request  of  the  appro- 
priate animal  health  official  of  the 
country  of  destination,  waive  the  tu- 
berculosis and  brucellosis  tests  re- 
ferred to  in  §§ 91.5(a)  and  (b),  91.6(a)(1) 
and  (2).  and  91.9(a)  of  this  part  when  he 
finds  such  tests  are  not  necessary  to 
prevent  the  exportation  of  diseased 
animals  from  the  United  States. 

(c)  Tc'iting.  All  samples  for  tests  re- 
quired by  §§91.5  through  91.13  for  expor- 
tation of  animals  under  this  section 
shall  be  taken  by  an  inspector  or  an  ac- 
credited veterinarian  in  the  State  of 
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origin  of  the  export  movement.  The 

samples  must  be  taken  and  tests  must 
be  made  within  the  30  days  prior  to  the 
date  of  export,  except  that  the  Admin- 
istrator may  allow  such  sampling  or 
testlnjr  to  be  conducted  more  than  30 
days  prior  to  the  date  of  export  if  re- 
quired or  allowed  by  the  receiving 
oonntry,  and  the  tuberculin  test  may 
be  conducted  within  the  90  days  prior 
to  the  date  of  export.  The  test  for  bru- 
cellosis shall  be  conducted  in  a  cooper- 
ating State-Federal  laboratory^  in  ac- 
cordance with  the  Recommended  Bru- 
cellosis Eradication  Uniform  Methods 
and  Rules. 

(d)  Movement  in  cleaned  and  dis- 
infected carriers  or  containers.  The  origin 
health  certificate  accompanying  ani- 
mals shall  be  accompanied  by  a  state- 
ment from  the  isening  accredited  vet- 
erinarian or  inspector  that  the  means 
of  conveyance  or  container  has  been 
cleaned  and  disinfected  since  last  used 
for  animals  with  a  disinfectant  ai^- 
proved  under  §71.10  of  this  chapter, 
prior  to  loading,  or  that  the  carrier  or 
container  has  not  previously  been  used 
in  transporting  animals. 

(e^  Clean  and  disinfected  facilities  for 
unloading  animals.  Animals  intended 
for  exportation  to  Mexico  or  Canada  or 
enroute  to  a  port  of  embarkation  shall 
be  unloaded  only  into  a  facility  which 
shall  have  been  cleaned  and  disinfected 
with  a  disinfectant  approved  under 
§71.10  of  this  chapter*  under  the  super- 
vision of  an  inspector  or  an  accredited 
veterinarian  prior  to  such  unloading,  A 
statement  certifying  to  such  action 
shall  be  attached  to  the  origin  health 
certificate  by  the  supervising  inspector 
or  accredited  veterinarian. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0020) 

[42  FR  28990,  June  7,  1977.  as  amended  at  44 
FR  28298.  May  15.  1979.  RedesiK-nated  and 
amended  at  45  FR  86412,  Dec.  31.  1980:  48  FR 
57472.  Dec.  90,  IMS;  57  FR  29047,  29048,  June  1, 
1992:  59  FR  18994.  Sept.  2C.  1991:  59  FR  67613. 
Dec.  30.  1994;  60  FR  4536.  Jan.  24,  1995;  60  FR 
MU.  Feb.  21,  1905;  flO  FR  13896.  Mar.  16.  1905; 
67  FR  11600,  Mar.  16. 2002] 


list  of  cooperating  State-Federal  lab- 
oratories may  be  obtained  from  the  Adminis- 
trator. Animal  and  Plant  Health  Inspection 
Service,  Veterinary  Services.  National  Cen- 
ter for  Import-Eizport.  4700  River  Road,  Unit 
86.  Rlverdale,  Maryland  20737-1231. 


(91^  Other  moimMiifts  and  condi- 
tions. 

The  Administrator  may.  upon  re- 
quest In  specific  cases,  permit  the  ex- 
portation of  livestock  not  otherwise 
provided  for  In  this  part  under  such 
conditions  as  he  may  prescribe  in  each 
specific  case  to  prevent  the  spread  of 
livestock  diseases  and  to  insure  the  hu- 
mane treatment  of  the  anlmale  while 
in  transit. 

[43  FR  27171.  June  Zi.  1978.  Rede.siMrnated  at  46 
FR  86412.  Dec.  31.  1980,  and  amended  at  67  FR 
23047,  Jane  1, 1992] 

Subpart  B— Diagnostic  Tests, 
TrMtfMnti 

Source:  45  FR  86412,  Dec.  31,  1980,  unless 
otherwise  noted. 

§91.5  Cattle. 

In  order  to  hv  eligible  for  export,  cat- 
tle shall  be  tested  with  results  as  speci- 
fied in  this  section,  and  the  origin 
health  certificate  shall  specify  the  type 
of  test.s  conducted,  the  dates  of  the 
tests,  and  the  results  of  the  tests. 

(a)  Tuberculosis.  All  cattle  over  1 
month  of  age  shall  be  negative  to  a 
caudal  intradermal  tuberculin  test 
using  0.1  ml.  of  tuberculin  with  a  read- 
insr  obtained  72  hours  (plus  or  minus  six 
hours)  after  injection  as  prescribed  in 
Veterinary  Services  Memorandum 
552.15  'Instructions  and  Procedures  for 
Conductingr  Tuberculin  Tests  in  Cat- 
tle." section  VIH  A.2 

(1)  Provided  that,  such  tests  are  not 
required  for  any  of  the  following: 

(1)  Cattle  exported  directly  to  slaugh- 
ter in  a  country  that  the  Adminis- 
trator has  determined  has  an  accept- 
able tuberculosis  surveillance  system 
at  slaughter  plants  and  that  agrees  to 
share  any  findings  of  tuberculosis  in 
U.S.  origin  cattle  with  APHIS;  or 

(ii)  Cattle  exported  directly  to 
slaughter  from  a  State  designated  as 
an  Accredited-Free  State  in  9  CFR  77.1. 

(2)  The  Administrator  has  deter- 
mined that  the  following  countries 


2  Copies  of  this  xmblication  may  be  ob- 
tained from  the  Animal  and  Plant  Health  In- 
apectiou  Service,  Veterinary  Services.  Na- 
tional Center  for  Import-Ezport,  4700  River 
Road,  Rlverdale,  SCaryland  20T37-1281, 
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liave  an  acce];ytable  tuberoulosls  sur- 
veillance system  at  slaughter  plants: 

Canada  and  Mexico. 

(b)  Brucellosis.  All  cattle  over  6 
months  of  age  shall  be  negative  to  a 
test  for  timcellosls  conducted  as  pre- 
scribed in  "Standard  Aprgrlutination 
Test  Procedures  for  the  Diagnosis  of 
Brucellosis  ' 2  or    Supplemental  Test 

Procedures  for  the  Diaemosis  of  Knicel- 

losis."2 

(1)  Provided  that,  such  tests  are  not 
required  for  any  of  the  following: 

(1)  Official  vaccinates  of  dairy  breeds 
under  20  months  of  age; 

(ii)  Official  vaccinates  of  beef  breeds 
under  24  months  of  age; 

(iii)  Steers  and  spayed  heifers; 

<iy)  Cattle  exported  directly  to 
slaughter  in  a  country  that  Admin- 
istrator has  determined  has  an  accept- 
able brucellosis  surveillance  system  at 
slaughter  plants  and  that  agrees  to 
share  any  findings  of  brucellosis  in 
U.S.  origin  cattle  with  APHIS;  or 

(V)  Cattle  exported  directly  to 
slaughter  from  a  State  designated  as  a 
Class  Free  State  In  9  CFR  78.41. 

(2)  The  Administrator  has  deter- 
mined that  the  following  country  has 
an  acceptable  brucellosis  surveillance 
system  at  slaughter  plants:  Canada. 

fc)  Treatmrnf  for  ectoparasites.  All  cat- 
tle, except  those  found  free  of 
ectoparasites  or  those  intended  for  ex- 
portation for  slaughter  purposes  to  any 
foreign  country,  shall  be  treated  for 
ectoparasites  within  30  days  preceding 
the  date  of  export.  Such  treatment 
shall  be  made  using  a  pesticide  reg- 
istered by  the  Environmental  Protec- 
tion Agency  for  use  in  treating  animals 
infested  with  the  ectoparasite  involved 
in  accordance  with  the  label  require- 
ments. Treatment  shall  be  personally 
supervised  and  certified  on  the  origin 
health  certificate  by  an  accredited  vet- 
erinarian who  shall  be  ready  to  apply 
an  antidote  if  adverse  side  effects  occur 
following  treatment. 

(Approved  hy  the  Office  of  ManaR-ement  and 

Bud^ret.  under  control  number  0579-0020) 

[45  FK  86412.  Dec.  31.  1980.  as  amended  at  48 
FR  57472.  Dec.  90.  1983:  55  PR  12634.  Apr.  5. 
1990:  56  FR  366.  Jan  4.  1991:  57  FR  23047.  June 
1,  1992;  59  FR  67614.  Dec.  30.  1994;  60  FR  4536, 
Jan.  24.  IMS;  W  FR  13806,  Mar.  15.  1995;  61  FR 
6918.  Feb.  28. 1896;  62  FR  3446.  Jan.  23. 1997] 


§91.6  Goats. 

(a)  In  order  to  be  eligible  for  export, 
goats  shall  be  tested  with  results  as 

specified  in  this  section,  and  the  origin 
health  certificate  for  such  animals 
shall  specify  the  type  of  test  con- 
ducted, the  date  of  the  tests,  and  the 
results  of  the  tests. 

(1)  Tuberculosis.  All  groats  over  1 
month  of  age  shall  be  negative  to  a 
caudal  Intradermal  tnberoolia  tost 
using  0.1  ml.  of  tuberculin  with  a  read- 
in^r  obtained  72  hours  (plus  or  minus  6 
hours;  after  injection  as  prescribed  in 
Veterinary  Services  Memorandum 
552.15. 

(2)  Brucellosis.  Dairy  and  breeding 
goats  shall  be  nefrative  to  a  plate  or 
tube  agglutination  test  for  brucellosis 
as  prescribed  in  ''Standard  Agglutisa- 
t  ion  Test  Procedures  for  the  Diagnosis 
of  Brucellosis."  2 

(3)  No  goat  shall  be  exported  if  it  is  a 
serapie-positive  animal  or  an  exposed 
animal,  as  defined  in  9  CFR  parts  54 
and  79.  or  if  it  has  ever  been  in  an  in- 
fected flock,  source  flock,  or  trace 
flock,  as  defined  in  0  CFR  parts  54  and 

79;  or  if  it  is  the  progeny,  paroni .  or 
sibling  of  any  serapie-positive  animal. 

(4)  Goats  exported  for  immediate 
slaughter  need  not  comply  with  the  re- 
quirements  of  paragraphs  (aKl),  (2)*  (3), 
and  (5)  of  this  section. 

(5)  All  goats  intended  for  export  shall 
be  identified  by  eartags  or  tattoos  ap- 
proved by  the  Administrator,  except 
that  groats  for  export  to  Canada  or 
Mexico  for  immediate  slaughter  may 
be  identified  by  flock  brands. 

(Approved  by  the  Office  of  Mauagemeui  and 
Budget  under  control  number  0879-0090) 

[45  FR  86412.  Dec.  31,  1980,  as  amended  at  48 

PR  57472.  Dp(  30.  1983:  57  FR  23048.  June  1. 
1902;  59  FR  489d4.  Sept.  26,  1994;  60  FR  4638. 
Jan.  24. 19951 

§91.7    Captive  cervids. 

To  be  eligible  for  export,  a  captive 
cervld  must  be  accompanied  by  an  ori- 
gin health  certificate  stating  that  the 
captive  cervid  has  tested  negative  to 
an  official  single  cervical  tuberculin 
test  for  tuberculosis,  as  described  in 
psrt  77,  subpart  B,  of  this  chapter. 


>See  footnote  2  to  %91J6. 
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within  90  days  prior  to  export.  The  ori- 
gin health  certificate  must  specify  the 
date  the  test  was  conducted  and  the 
test  results. 

[63  FK  72129.  Dec.  31,  1998] 

S91.8  Sheep. 

(a)  No  sheep  shall  be  exported  if  it  is 
a  scrapie-positive  animal  or  an  exposed 
animal,  as  defined  In  9  CFR  parts  54 
and  79,  or  if  it  has  ever  been  in  an  in- 
fected flock,  source  flock,  or  trace 
flock,  as  defined  in  9  CFR  parts  54  and 
79;  or  If  It  is  the  progeny,  parent,  or 
sibling  of  any  scrapie-positive  animal. 

(1)  Sheep  exported  for  immediate 
slaughter  need  not  comply  with  the  re- 
Qulrements  of  paragraph  (a)(2)  of  this 
section. 

(2)  All  sheep  intended  for  export  shall 
be  identified  by  eartags  or  tattoos  ap- 
proved by  the  Administrator except 

that  sheep  for  export  to  Canada  or 
Mexico  for  immediate  slaughter  may 
be  identified  by  flock  brands. 

(Approved  by  the  Office  of  Management  and 
Budget  ozider  oontrol  number  0579-0020) 

[46  FR  86413,  Dee.  31,  1980.  as  amended  at  57 

FR  23047  .  23048.  June  1.  1992:  59  FR  48994. 
Sept.  26.  1994;  59  FR  67133.  Dec.  29.  1994;  59  FR 
67814.  Dec.  30.  1904;  61  FR  6^8.  Feb.  23,  1986] 

§91.9  Swine. 

(a)  No  swine  shall  be  exported  if  they 
were  fed  garbage  at  any  time.  The 
swine  shall  be  accompanied  by  a  cer- 
tification from  the  owner  stating  that 
they  were  not  fed  garbage,  and  that 
any  additions  to  the  herd  made  within 
the  30  days  immediately  preceding  the 
export  shipment,  have  been  maintained 
isolated  from  the  swine  to  be  exported. 
All  breeding  swine  shall  be  tested  for 
and  show  negative  test  results  to  bru- 
cellosis by  a  test  prescribed  in  ''Stand- 
ard Agglutination  Test  Procedures  for 
the  Diagnosis  of  Brucellosis"  or  "Sup- 
plemental Tost  Procedures  for  the  Di- 
agnosis of  Brucellosis".  The  test  re- 
sults shall  be  classified  negative  in  ac- 
oordance  with  the  provisions  prescribed 


'Information  concerning:  eartags  or  tattoos 
approved  by  the  Administrator  may  be  ob- 
tained, upon  request,  from  the  Animal  and 
Plant  Health  Inspection  Service.  Veterinary 
Services.  National  Center  for  Import-Export, 
4W0Blver  Road  Unit  38.  Rivefdale,  Uarylaad 
20737-1231. 


in  the  Recommended  Brucellosis  Eradi- 
cation Uniform  Methods  and  Rules, 
chapter  2,  part  II,  G,  1,  2,  and  3. 
(b)  [Reserved] 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0020) 

[45  FR  86412,  Dec.  31,  1960,  aa  am«ided  at  89 
FR  67138.  Dec.  29. 1994] 

Subpart  C— Ports  of  Embarkation, 
Facilities,  Healtti  Certification 

(91.14    Ports  of  embarkation  and  ex- 
purl  inspection  facilities. 

(a)  The  following  ports  which  have 
export  inspection  facilities  which  sat- 
isfy the  requirements  of  paragraph  (c) 
of  this  section  are  hereby  designated  as 
ports  of  embarli:ation.  All  animals,  ex- 
cept animals  being  exported  by  land  to 
Mexico  or  Canada,  shall  be  exported 
through  said  ports  or  through  ports 
designated  in  special  cases  under  para- 
graph (b)  of  this  section: 

(I)  California. 

(1)  Los  Angeles— airport  and  ocean 
port. 

(A)  Jet  Pets,  Inc.,  9014  Pershing 
Drive.  Plasa  del  Rey,  OA  90291,  (213) 

823-8901. 

(B)  Valley  Livestock,  14380  South  Eu- 
cUd  Avenue.  Chlno.  CA  91710,  (909)  597- 
1756. 

(II)  San  Francisco— airport  and  ocean 

port. 

(A)  Cow  Palace,  P.O.  Box  34206,  San 
Francisco.  CA  94134.  (416)  469-6000. 

(B)  Petair.  145  Bel  Air  Road.  P.O.  Box 
2431,  South  San  Francisco,  CA  94080, 
(415)  877-0200. 

(2)  Florida. 

(i)  Miami — airport  and  ocean  port. 
(A)  USDA  Import-Export  Center.  6300 

NW.  36th  Street.  P.O.  Box  523054, 
Miami,  FL  33152,  (305)  526-2828. 

(ii)  Tampa — ocean  port. 

(A)  Tampa  Port  Authority.  2703  E. 
7th  Avenue,  Tampa,  FL  33605,  (813)  248- 
1924. 

(3)  Gcorqia. 

(i)  Atlanta  Hartslield  International 
Airport. 

(A)  Atlanta  Equine  Complex,  1270 
Wool  man  Place,  Atlanta,  QA  30364, 

(404)  767  1700. 

(B)  Tumbleweed  Farm  (horses  only), 
1677  Buckner  Road,  Mableton,  QA  30069, 
(770)  948-8566. 
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(C)  Southern  Cross  Ranch  (horses 
only).  1670  Bethany  Church  Road, 
Madison.  GA  30650.  (706)  34^-8027. 

(4)  HawaU. 

(i)  Honolulu — airport  and  ocean  port. 

(A)  Hawaii  State  Quarantine  Station. 
99-762  Moanalua  Road,  Aiea,  Hawaii 
96701,  (808)  487-S3S1. 

(5)  Illinois. 

(i)  Chicag'o — airport  only. 

(A)  C&R  Midwest  Quarantine  Facili- 
ties, Ltd.,  Box  470,  Route  31,  Dundee,  XL 
00118,  (312)  426  5009. 

(B)  Knief  Quarantine  Facility.  11  N 
470  Chapman  Road,  Box  305,  Bur- 
lington. Ulinois  60100.  (312)  683-3873. 

(6)  Kentucky. 

(\)  Greater  Cincinnati  Airport.  Cov- 
ington; and  Standiford  Field  Airport, 
Louisville — airport  only. 

(A)  Newton  Paddocks  (horses  only). 
Bam  No.  8.  Newton  Pike,  Lexington, 
KY  40511,  (606)  253-3456. 

(7)  Louisiana. 

(i)  New  Iberia^airport  only. 

(A)  Acadiana  Regional  Airport,  Star 
R-3.  Box  390-H  (ARA).  New  Iberia,  LA 
70560.  (318)  365-7204. 

(8)  Maasachusetta.  (i)  Boston— airport 
only. 

(A)  Logan  International  Airport 
(miniature  swine  only).  East  Boston. 
Massachusetts  02128,  (617)  56&-4649. 

(9)  Minnpsota. 

(i)  Minneapolis/St.  Paul — airport 
only. 

(A)  American  Livestock  Export  Com> 
pany.  25789  Northfield  Blvd.,  Hampton, 
MN  55031,  (612)  831-3873. 

(B)  Cannon  Export  Center,  2870  Roch- 
ester Blvd..  Gannon  Falls,  MN  66009, 
(507)  263 

(10)  Missouri. 

(i)  Kansas  City— airport  only. 

(A)  KCI  Multipurpose  Export  Facil- 
ity, 12600  NW  Prairie  View  Road.  Kan- 
sas City.  MO  64195,  (314)  751-4338  (mail- 
ing address:  P.O.  Box  20462.  Kansas 
City.  MO  64195-0462). 

(11)  Npw  Jersey. 

(i)  Elizabeth — ocean  port. 

(A)  Tolleshunt  Horse  Farm  (horses 
only),  10  Island  Road,  Box  469, 
WhitehOQse,  NJ  08888-0469,  (908)  534r- 
7738. 

(B)  The  U.S.  Equestrian  Team's  head- 
quarters (horses  onlyt.  Pottersville 
Road.  Gladstone.  NJ  07934,  (908)  234- 
1251. 


(11)  Newark  International  Airport. 

(A)  Tolleshunt  Horse  Farm  (horses 
only).  10  Island  Road.  Box  469, 
Whitehouse,  NJ  08888-0469,  (908)  534- 
7738. 

(B)  The  U.S.  Equestrian  Team's  head- 
quarters (horses  only).  Pottersville 
Road,  Gladstone,  NJ  07934,  (908)  234- 
1261. 

(iii)  Salem — ocean  port 

(A)  Manning-ton  Meadows  Farm 
(horses  only),  60  Oechsle  Road, 
Woodstown,  NJ  08098,  (609)  769-2009. 

(12)  New  York. 

(i)  New  York— airport  and  ocean  port. 

(A)  Tolleshunt  Horse  Farm  (horses 
only),  10  Island  Road,  Box  469, 
Whitehonse,  NJ  00888-0469.  (908)  684- 
7738. 

(B)  The  U.S.  Equestrian  Team's  head- 
quarters (horees  only),  Pottersville 
Road.  Gladstone,  NJ  07934,  (908)  234- 
1251. 

(C)  Vetport.  Inc.,  Bldg.  189.  J.F.  Ken- 
nedy International  Airport  (Cargo 
Area),  Jamaica,  NY  11430.  (212)  656-6042. 

(18)  Ohio, 

(1)  Dasrton  International  Airport. 

(A)  Instone  Air  Services.  Inc., 
(equines  only),  1  Emory  Plaza,  Dayton 
International  Airport,  Vandal  la,  OH 
46377,  (970)  382-0002. 

(B)  [Reserved] 

(ii)  Wilmington — airport  only. 

(A)  Airborne  Express  Animal  Export 
Facility,  145  Hnnter  Drive.  Wil- 
mington, OH  96701,  (518)  382-6501. 

(B)  [Reserved! 

(14)  Penjisjjlvania. 

(i)  Harrisburg — airport  only. 

(A)  Penn.  Holstein  Farm  EbQwrt  In- 
spection Facility.  R.D.  #1,  Mid^etown, 
PA  17057.  (717)  944-1374. 

(15)  Puerto  Htco. 

(i)  San  Jnan— airport. 

(A)  El  Commandante  Race  Track 
(Horses  Only).  P.O.  Box  1304,  RlO 
Piedras.  PR  00929,  (809)  734-6060. 

(16)  Texas. 

(1)  Brownsville— airport,  ocean  port, 

and  border  por<^ 

(A)  Texas  Department  of  Agriculture. 
Livestock  Inspection  Facility,  Inter- 
national Airport,  Brownsville,  TX 
78520.  (512)  546  5135. 

(ii)  Dallaa/Fort  Worth  International 
Airport. 
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(A)  DFW  Quarantine  (horses  only). 
1010  A  Chinn  Chapel  Road,  Lewisville, 
TX  75067,  (214)  317-6861. 

(B)  [Reserved] 

(lii)  Del  Rio— border  port. 

(A)  Texas  Department  of  Agriculture, 
Livestock  Export  Facility,  Box  1046, 
Del  Rio,  TX  78840,  (512)  775-1518. 

(iv)  Bagle  Pas»— border  port. 

(A)  Texas  Department  of  Agriculture. 
Livestock  Export  Facility.  Box  1164, 
Eagle  Pass,  TX  78852,  (512)  77^-2359. 

(▼)  El  Paso— border  port. 

(A)  Texas  Department  of  Agriculture. 
Livestock  Export  Facility.  10800 
Socorro  Drive,  El  Paso,  TX  79927,  (915) 
548-7419. 

(vl)  Houston — airport  and  ocean  port. 

(A)  Texas  Department  of  Agriculture, 
Livestock  Export  Facility,  Box  60107, 
ABffP.  Houston,  TX  77205,  (718)  448-2447. 

(vii)  Laredo  airport  and  border  port. 

(A)  El  Primero  Equine  Export  Facil- 
ity (horses  only),  Route  7,  Box  305,  La- 
redo, TX  78041.  (512)  728-6436. 

(B)  Texa.s  Department  of  Agriculture, 
Livestock  Export  Facility.  Route  1, 
Box  67-P,  Laredo,  TX  78040,  (512)  722- 
6806 

(17)  Virginia. 

(1)   Richmond-^airport  and  ocean 

port. 

(A)  American  Marketing  Services, 
Inc.,  1301  Hermitage  Road,  Richmond, 
VA  23220.  (804)  359-4433. 

(18)  Washington. 

(i)  Moses  Lake — airport  only. 

(A)  Port  of  Moses  Lake,  Grant  Coun- 
ty Airport.  Terminal  Bldg.,  Moses 
Lake,  WA  98837,  (509)  762-5363. 

(ii)  Seattle — airport  and  ocean  port. 
(A)  Stevedoring  Service  of  America, 

3415  nth  Avenue  SW.,  Seattle,  WA 
98134.  (800)  422-3505. 

(iii)  Olympia—ocean  port. 

(A)  Port  of  Olympia  Animal  Export 
Facility.  915  Washington  Street  NE.. 
Olympia.  Washington  08507-0827.  (206) 
586-6150. 

(iv)  Tacomar— airport  and  ocean  port. 

(A)  Pacific  Rim  Livestock  Quar- 
antine. 17835  Highway  507  SE.,  Yeim, 
WA  98507,  (206)  45^-1762. 

(b)  In  special  cases,  other  ports  may 
be  designated  as  ports  of  embarkation 
by  the  Administrator,  with  the  concur- 
rence of  the  Director  of  Customs,  when 
the  exporter  can  show  to  the  satisfac- 
tion of  the  Administrator  that  the  ani- 


mals  to  be  exported  woold  suffer  undue 
hardship  if  they  are  required  to  be 
moved  to  a  port  of  embarkation  listed 
in  §  91.14(a).  Such  ports  shall  be  des- 
ignated only  if  the  inspection  facilities 
are  approved  as  meetinp  the  require- 
ments of  paragraph  (c)  of  this  section. 

(c)  Standards  for  export  inspection  fa- 
cilities. Inspection  facilities  located  at 
ports  of  embarkation  designated  under 
parairraph  (a)  of  this  seclion.  and  in- 
spection facilities  designated  in  special 
cases  under  paragraph  (b)  of  this  sec- 
tion.  .shall  meet  the  following  require- 
ments: 

(1)  Materials.  Floors  of  pens,  alleys, 
and  chutes  shall  be  made  of  impervious 

materials  and  finished  so  as  to  be  skid- 
resistant.  Impervious  floors  are  those 
constructed  of  a  material  that  resists 
the  absorption'  of  fluids.  Such  mate- 
rials include  concrete,  asphalt,  brick, 
metal,  or  other  synthetic  material  that 
may  be  cleaned  and  disinfected. 
Fences,  gates,  and  other  parts  of  the 
facility  shall  be  constructed  of  wood, 
metal,  or  other  material  that  will  se- 
curely restrain  the  animals  in  a  safe 
and  humane  manner.  The  facility  shall 
have  a  roof  adequate  to  protect  the 
animals  from  inclement  weather  over 
at  least  three-fourths  of  the  pens  and 
alleys  and  over  all  of  the  inspection 
area. 

(2)  Size.  The  facility  shall  be  larsre 
enough  to  accommodate  all  the  ani- 
mals in  a  single  export  shipment  at  one 
time.  A  minimum  space  twice  the  rate 
required  per  animal  in  §91. 25(h)  shall  be 
provided  for  each  animal.  Facilities 
that  inspect  horses  must  have  ceilings 
at  least  12  feet  high  in  any  areas  where 
horses  are  inspected. 

(3)  Inspection  implements.  The  facility 
siiaii  have  a  separate  area  available  for 
inspection  and  identification  of  the 
animals.  Pens  and  animal  restraining- 
devices  shall  be  provided  in  this  area 
which  are  sufficient  for  the  inspection 
and  identification  of  each  animal.  Pens 
or  yards  shall  be  provided  for  appro- 
priate segregation,  treatment,  or  both, 
of  animals  of  questionable  health  sta- 
tus apart  from  animals  qualified  for  ex- 
portation  under  this  part. 

(4)  Cleaning  and  disinfection.  The  fa- 
cility and  equipment  shall  be  cleaned 
and  disinfected  with  a  disinfectant  per- 
mitted under  §71.10  of  this  chapter 
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under  the  supervision  of  a  Federal  in- 
spector prior  to  entry  of  each  export 
shipment  into  the  export  inspection  fa- 
cility. Personnel  tending  the  animals 
shall.  If  they  come  in  contact  with  ani- 
mals outside  of  the  facility,  be  required 
to  change  or  sanitize  their  outer  cloth- 
ing and  footwear.  All  facilities  must 
have  running:  water  available  to  wash 
and  disinfect  the  facilities.  On  and 
after  March  23,  1995,  facilities  to  be  ap- 
proved must  have  a  dndnage  system; 
and.  on  and  after  March  23.  1997.  every 
facility  approved  before  March  23.  1995. 
must  have  a  drainage  system.  The 
drainage  system  must  control  surface 
drainag-o  into  or  from  the  facility  in  a 
manner  that  prevents  any  significant 
risk  of  livestock  diseases  being  spread 
Into  or  from  the  facility. 

(5)  Feed  and  water.  An  ample  supidy 
of  running,  potable  water  shall  be  made 
available  to  the  animals  intended  for 
export,  and  in  cold  weather  such  water 
shall  be  kept  free  of  ice.  Feed  and  feed- 
ing facilities  appropriate  for  the  ani- 
mals intended  for  export  shall  be  pro- 
vided. 

(6)  Access;  approval  of  arrangements. 
Access  to  all  parts  of  the  facility  shall 
be  allowed  to  an  inspector  at  all  times, 
day  or  night,  and  the  arrangement  for 
handling  the  animals  shall  be  subject 
to  the  approval  of  the  inspector.  Ap- 
proval shall  be  granted  by  the  inspec- 
tor if  he  finds  that  such  arrangements 
will  not  permit  the  dissemination  of 
communicable  diseases  of  livestock  to 
the  animals  in  the  export  shipment. 

(7)  Testing  and  treatment.  Testing  and 
treatment  of  animals  in  export  inspec- 
tion facilities  shall  V)e  performed  l)y  an 
accredited  veterinarian  under  the  su- 
pervision of  an  APHIS  veterinarian. 
Tests  related  to  APHIS  animal  disease 
programs  shall  be  performed  in  accord- 
ance with  the  Recommended  Brucel- 
losis Bradloation  Uniform  Methods  and 
Rules. 

(8)  Location.  The  arrangement  and  lo- 
cation of  the  facilities  shall  provide  for 
the  isolation  of  all  animals  in  the  facil- 

ity  from  contact  with  any  other  ani- 
mals. Isolation  of  separate  export  ship- 
ments in  the  facility  shall  be  at  the 
discretion  of  the  inspector. 

(9)  Dispo.sal  of  animal  wastes.  The  ap- 
plication for  approval  of  an  export  in- 
spection facility  shall  be  accompanied 


by  a  certification  from  the  authorities 
having  jurisdiction  over  environmental 
affairs  in  the  locality  of  the  facility 
stating  that  the  facility  complies  with 
the  applicable  State  and  local  regula- 
tions or  ordinances  and  the  require- 
ments, if  any.  of  the  United  States  En- 
vironmental Protection  Agezkoj,  re- 
garding disposal  of  animal  wastes. 

(10)  Lighting.  The  facility  shall  be 
equipped  with  artiflcal  lighting  to  pro- 
vide not  less  than  70  foot  candle  power 
in  the  in.spection  area  and  not  less  than 
40  foot  candle  power  in  the  remainder 
of  the  facility. 

(U)  Office  and  rest  room.  A  suitable  of- 
fice and  adequate  rest  room  facilities 
shall  be  provided  at  the  export  inspec- 
tion DEtcillty  site  for  use  of  the  inspec- 
tors. The  facility  must  have  a  working 
telephone. 

(12)  Walkways.  Facilities  where 
horses  are  inspected  must  have  walk- 
ways in  front  of  horse  stalls  wide 
enough  to  allow  APHIS  personnel  to 
safely  remove  horses  from  the  stalls  for 
inspection,  if  necessary. 

(d)  Approval  and  denial,  revocation,  or 
suspension  of  approval.  Approval  of  each 
export  inspection  facility  for  designa- 
tion under  paragraph  (a)  of  this  section 
and  in  special  cases  under  paragraph 
(b)  of  this  section,  shall  be  obtained 
from  the  Administrator.  Approval  of  an 
export  inspection  facility  under  para- 
graph (a)  or  (b)  will  be  denied  or  re- 
voked for  failure  to  meet  the  standards 
in  paragraph  (c)  of  this  section.  A  writ- 
ten notice  at  least  60  days  prior  to  the 
date  of  any  proposed  revocation  and  a 
written  notice  of  any  proposed  denial 
shall  be  given  to  the  operator  of  tlM  titr 
oil  ity  and  he  will  be  given  an  oppor- 
tunity to  present  his  views  thereon. 
Such  notice  shall  list  in  detail  the  defi- 
ciencies concerned.  Pending  a  final  de- 
termination, approval  of  any  facility 
may  be  denied  or  suspended  by  the  Ad- 
ministrator when  he  has  reason  to  be- 
lieve that  the  facility  does  not  meet 
such  .standards.  Approval  of  a  port  of 
embarkation  in  connection  with  the 
designation  of  an  export  inspection  fa- 
cility in  a  special  case  diall  be  limited 
to  the  special  case  for  whioh  the  des- 
ignation was  made. 

(Approved  by  the  {)fri<  e  oi  Management  and 
BudR-et  under  control  number  0579-0(J20) 

[42  FR  28990.  June  7. 1977] 
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Editorial  Note:  For  Federal  Rkolster  ci- 
tations affecting  §91.14,  see  the  List  of  CFR 
Sections  Affected,  whioh  appears  in  tbe 
Finding  Aids  section  Of  tbe  printed  volume 
and  on  GPO  Access. 

f91»lS  LospMstioii  of  rniimali  Ibr  ex- 
port. 

(a)  All  animals  offered  for  expor- 
tation to  any  foreign  country,  except 
by  land  to  Mexico  or  Canada,  shall  be 

inspected  within  24  hours  of  embar- 
kation by  an  APHIS  veterinarian  at  an 
export  inspection  facility  at  a  port  des- 
ignated in  §  91.14(a),  or  at  a  port  or  in- 
spection facility  desigrnated  by  the  Ad- 
ministrator in  a  special  case  under 
§  91.14(b). 

(b)  Such  animals  shall  be  held  for  a 
period  of  not  less  than  5  hours  at  the 
port  of  embarliiation  or  export  inspec- 
tion fiusility  during  which  time  the  ani- 
mals shall  be  given  a  careftil  visual 
health  inspection.  Sorting-,  grrouping. 
identification,  or  other  handling  of  the 
animals  by  the  exporter  may  be  before 
or  after  this  period  of  time.  If  Indi- 
vidual clinical  inspection  of  an  animal 
is  deemed  necessary  by  an  APHIS  vet- 
erinarlan  for  the  purpose  of  deter- 
mining its  health  status,  such  inspec- 
tion may  be  made  during  this  period  of 
time  or  thereafber. 

(c)  Feed  and  toaier.  All  animals  shall 
be  allowed  a  period  of  at  least  5  hours 
for  rest  at  the  export  inspection  facil- 
ity, with  adequate  feed  and  water 
available,  before  movement  to  an 
ocean  vessel  or  aircraft  for  loading  for 
export.  (This  may  be  the  same  peiiod 
required  by  paragraph  (b)  for  health  iu- 
Qpection.)  However,  feed  and  water  will 
not  be  required  if  the  animals  were 
transported  to  the  export  inspp<  tion  fa- 
cility in  a  carrier  in  which  adequate 
feed  and  water  were  provided  and  if  suf- 
ficient evidence  is  presented  to  an 
APHTS  veterinarian  that  the  animals, 
if  under  30  days  of  acre,  will  arrive  in 
the  country  of  destination  within  24 
hours  after  they  were  last  fed  and  wa- 
tered, in  the  United  States,  or  in  the 
case  of  other  animals  within  36  hours 
after  they  were  last  fed  and  watered  in 
the  United  States 

[42  FR  28990.  June  7.  1977.  as  amended  at  44 
FR  28299.  May  L5,  1979.  Redesiy niUcd  at  15  FR 
86413.  Dec-.  31.  1980.  and  amended  al  57  FR 
23048.  June  1.  1992:  60  FB  4586,  Jan.  24. 1906;  60 
FR  9611.  Feb.  21, 1985] 


fi  91.16  Certilicatioii  of  animals  for  ex- 
port 

Tf,  upon  inspection  hy  an  APHTS  vet- 
erinarian at  the  export  inspection  fa- 
cility, the  animals  offered  for  export 
are  found  to  be  sound,  healthy,  and  free 
from  evidence  of  communicable  disease 
or  exposure  thereto,  an  export  certifi- 
cate, VS  Form  17-37,  shall  be  issued  by 
said  APHIS  veterinarian  and  shall  con- 
tain a  statement  to  that  effect. 

J 12  FR  28990,  June  7,  19T7.  Redesignated  at  45 
FR  86413,  Dec.  31,  1980.  as  amended  at  57  FB 
23047,  23048,  June  1,  1992] 

Subpart  D— Inspection  of  Vetselt 
ond  AccommodciHons 

§91.17  Accommodations  for  htimane 
treatment  of  airimale  on  ocean  ves- 
sels. 

(a)  The  owner  or  operator  of  an  ocean 
vessel  carrying  animals  from  the 
United  States  to  a  foreign  country 
shall  provide,  for  such  animals,  feed 
and  water,  space,  ventilation,  fittings, 
and  other  facilities  aboard  the  carrier 
as  set  forth  in  this  part.  For  animals 
embarked  for  a  voyage  which  will  be  of 
more  than  36  hours  duration,  there 
shall  be  provided  to  the  satisfaction  of 
the  inspector  sufficient  amoimts  of 
suitable  feed  and  fresh  water,  and  prop- 
er accommodations  shall  be  provided 
on  board  for  storage  and  distribution  of 
the  water  and  feed.  The  feed  shall  not 
be  exposed  to  the  weather  at  sea.  How- 
ever, such  feed  and  water  shall  not  be 
required  if  it  is  determined  by  the 
APHIS  veterinarian  that  the  animals. 
If  under  30  days  of  age  will  arrive  in  tiie 
country  of  destination  within  24  hours 
after  they  were  last  fed  and  watered  in 
the  United  States,  or,  in  the  case  of 
other  animals,  within  36  hours  after 
they  were  last  fed  and  watered  in  the 
United  States. 

(b)  Owners  niasters,  or  operators  of 
such  vessels  shall  not  accept  for  trans- 
portation any  animal  that  in  the  judg- 
ment of  the  APHIS  veterinarian  is  in 
aa  imfit  condltibn  to  withstand  the  rig- 
ors of  .such  transportation.  Further,  no 
animal  intended  for  export  shall  be 
placed  aboard  any  ocean  vessel,  unless 
in  the  opinion!  of  the  Inspector  the 
loading  arrangements,  fittings,  ven- 
tilation S3rstems.  and  the  arrangements 
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provided  by  the  vessel  for  their  use  rea- 
sonably assure  arrival  of  a  viable  ani- 
mal in  the  country  of  destination. 
Halters,  ropes,  or  other  suitable  equip- 
ment provided  for  the  handling  and 
tying  of  horses  shall  be  found  to  be  sat- 
isfactory  by  the  APHIS  veterinarian  to 
assure  humane  treatment  of  the  ani- 
mals. 

[42  FR  28990,  June  7,  1977.  Redesignated  at  45 
FR  88413,  Deo.  81, 1880.  as  amended  at  97  FR 
23047,  June  1, 1902] 

§91.18   Cleaning   and   disinfection  of 
tnmspoct  carrten  fbr  deports 

All  fittings,  utensils  and  equipment, 
unless  new,  to  be  used  in  the  loading, 
stowing,  or  other  handling"  of  animals 
aboai'd  suilace  vessels  under  the  provi- 
sions of  this  part,  shall  first  be  cleaned 
and  disinfected  under  the  supervision 
of  an  inspector  before  being  used  for.  or 
in  conntM'tion  with,  the  transportation 
of  animals  from  any  United  States 
port.  Such  disinfection  of  halters, 
ropes,  and  similar  equipment  used  in 
handling'  and  tyinp:  of  animals  shall  be 
by  immersion  in  an  approved  disinfect- 
ant. When  the  surfttce  vessel  has  last 
been  used  to  carry  Uvestook  to  or  from 
a  foot-and-mouth  disease  inferted 
country,  the  approved  disinfectant 
shall  be  a  freshly  prepared  solution  of: 

(a)  Sodium  carbonate  (4  percent)  in 
the  pi  oportlon  of  1  pound  to  3  gallons 
of  water. 

(b)  4  percent  sodium  carbonate  plus 
0.1  percent  sodium  silicate. 

(c)  Sodium  hydroxide  (Lye)  prepared 

in  a  fresh  solution  in  the  proportion  of 
not  less  than  1  pound  avoirdupois  of  so- 
dium hydroxide  of  not  less  than  95  per- 
cent purity  to  6  gallons  of  water,  or 
one  i3>/2-ounce  can  to  5  gallons  of 
water."' 

For  carriers  returning  from  other  for- 
eign countries,  the  approved  disinfect- 
ant shall  be  a  disinfectant  permitted 


"TDue  to  the  extreme  caustic  nature  of  so- 
dium hydroxitlo  solution,  precautionary 
measures  such  a.s  the  wearing  of  rubber 
gloves,  boots,  raincoat,  and  goggles  should 
be  observed.  An  acid  solution  such  as  vinefi-ar 
shall  be  kept  readily  available  in  case  any  of 
the  sodium  hydiu.xid(>  .solution  Should  come 
in  contact  with  the  body. 


for  use  under  §71.10,  part  71  of  this 
chapter. 

[42  FR  28990.  June  7,  1977.  Redesignated  and 
amended  at  45  FR  86413,  Dec.  31,  1980;  &3  FR 
51746.  Dec.  23.  1988] 

191.19  Inspection    of  ooean  vesaels 

prior  to  loading. 

It  shall  be  the  responsibility  of  the 
owners  or  the  masters  of  an  ocean  ves- 
sel intended  for  use  In  exporting  live- 
stock to  present  the  vessel  to  an  in- 
spector at  a  United  States  port  of  em- 
barkation or  at  the  deaoietlon  of 
Administrator,  upon  request  of  the  ex- 
porter, transporting  company,  or  their 
agent,  at  a  foreign  port,  for  an  inspec- 
tion to  determine  if  the  fittings  aboard 
the  vessel  are  in  compliance  with  the 
provision.s  of  this  part.  A  notarized 
statement  from  an  engineering  concern 
shall  be  required  to  certify  to  the  rate 
of  air  exchang-e  in  each  compartment. 
Such  notarized  statement  shall  be  re- 
quired upon  first  use  of  such  vessel: 
Provided,  That  such  notarized  state- 
ment may  again  be  required  by  tlw  Ad- 
ministrator if  substantive  chang-es  in 
fittings  aboard  the  vessel  have  been 
made  since  the  vessel  was  last  oer- 
tlfled. 

[42  FR  aaoeo,  June  7.  1977.  Bedeeigiiated  at  45 

FR  86413.  Dec.  31.  1980.  and  amended  at  87  FR 
23047.  23048.  June  1,  1992] 

§91.20  General  oonstnicttoii. 

A  variety  of  construction  materials 
such  as  wood,  metal  plate,  or  pipe  may 
be  used  for  stalls,  crates,  or  pens 
aboard  ocean  vessels.  Pipe  flttlngB 
have  the  advantage  of  smooth  surfaces, 
easy  maintenance,  long  range  economy 
and  spaces  between  pipe  rails  to  allow 
for  feeding,  watering,  cleaning  and  bet- 
ter ventilation.  Material  used  for 
stalls,  crates,  or  pens  shall  be  properly 
formed,  closely  fitted,  and  rigidly  se- 
cured in  place.  Special  care  shall  be 
taken  to  design  and  finish  all  edges, 
welds,  and  hardware  that  are  accessible 
to  animals.  A  combination  of  wood  and 
Steel  pipe  or  other  steel  profile  con- 
struction may  be  accepted  if  the  con- 
struction complies  with  the  regula- 
tions in  this  part.  Where  the  sides  of 
pens  are  adjacent  to  the  ship's  sides 
which  have  steel  casing,  frames,  stays 
or  similar  fittings,  the  carrier  shall 
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cover  these  profiles  with  wooden  bat- 
tens of  at  least  2  inch  thick  lumber  or 
plywood  of  similar  strength  to  prevent 
animalB  from  injury. 

[42  FR  28890,  June  7.  1977.  Redesignated  at  45 
FR  86413.  Dec.  31, 1980] 

S  91.21  Ventilation. 

Each  underdeck  compartment  on 
which  animals  are  being  transported 

aboard  an  ocean  vessel  shall  be 
equipped  with  a  system  of  mechanical 
ventilation  that  will  furnish  a  com- 
plete change  of  air  in  each  compart- 
ment  every  2  minutes  when  deck 
height^'  is  less  than  8  feet  and  every  2V2 
minutes  when  the  deck  height^  exceeds 
8  feet.  Spare  motors  and  fans  shall  be 
available  on  board,  for  replacement  or 
repair  of  the  ventilation  system  during" 
the  voyage.  A  spare  motor  and  fan  of 
an  approved  type  in  working  order 
shall  be  aboard  the  vessel  for  each  type 
of  motor  or  fan  used.  Net  pen  space  in 
any  compartment  shall  not  exceed  bO 
percent  of  the  deck  area. 

[42  PR  28600,  June  7, 1977.  Redesignated  at  45 
FR  86413.  Dec  31, 1900] 

§91.22  ProtMstte  inm  heat  of  Mien 
and  engines. 

No  animalB  shall  be  stowed  along  the 
alleyways  leading  to  the  eng^ine  or  boil- 
er rooms  unless  the  sides  of  said  engine 
or  boiler  rooms  are  covered  by  a  tongue 
and  groove  tight  sheathing  producing  a 
3-inch-wide  air  space  except  that  on 
ships  powered  with  internal  combus- 
tion engines  this  sheathing  may  not  be 
required  at  the  discretion  of  the  inspec- 
tor. 

[42  FR  28990.  June  7.  1977.  Redesignated  at  45 

FR  86413.  Dec.  31,  1980] 

$91.23  Loading  ramps  and  doors. 

(a)  Ramp.s  connectingr  one  deck  of  a 
ship  to  another  shall  have  a  clear 
width  of  3  feet  and  a  clear  height  of  not 
less  than  6  feet  6  inches.  The  incline  of 
the  ramp''  ^hall  not  exceed  1:2  <26'.''') 
between  the  ramps  and  the  horizontal 
plane.  The  ramps  shall  be  fitted  with 
footloclcs  of  approximately  T)^  lum- 
ber and  spaced  no  more  than  onp  foot 
apart.  The  ramps  shall  have  side  fenc- 


■Deck  height  is  the  height  from  the  ceiling 
to  the  floor. 


ing  not  less  than  5  feet  in  height.  Side 
doors  in  ship's  shell  plating  through 
which  livestock  are  to  be  loaded  shall 
have  a  height  of  not  less  than  6  feet  for 
cattle  and  6  feet  6  inches  for  horses. 

(b)  Alleyways  running  fore  and  aft  on 
the  ocean  vessel  that  are  used  for  feed- 
ing, watering,  and  loading  animals,  in- 
cluding horses  in  box  stalls,  shall  have 
a  minimum  width  of  3  feet.  However, 
for  a  distance  not  to  exceed  8  feet  at 
the  vivl  of  alleyways  in  the  bow  and  the 
stern  of  ship,  and  where  obstructions  of 
less  than  3  feet  in  length  occur,  the 
width  may  be  reduced  to  a  minimum  of 
24  Inches.  A  sufficient  number  of 
athwartship  alleyways  at  least  24 
inches  in  width  shall  be  provided  to  af- 
ford ready  access  to  scuppers  and  to 
ends  of  alleywasrs  running  fore  and  aft. 
However,  on  exposed  decks  where  scup- 
pers and  the  end  of  fore  and  aft  alley- 
ways are  readily  accessible  athwart- 
ship alleyways  are  not  required  and  if 
the  allejrways  are  to  be  used  for  feeding 
or  watering  livestock,  but  not  for  load- 
ing or  unloading  of  livestock,  such  al- 
leyways shall  have  a  minimum  width 
of  28  inches. 

L42  FR  28090,  June  7.  1977.  Redesignated  at  45 
FR  86413.  Dec.  81. 1900] 

§91.24  Attendants. 

It  shall  be  the  responsibility  of  the 
captain  of  the  ocean  vessel  to  carry  at 
least  three  men  on  board  the  vessel 
who  are  experienced  in  the  handling  of 
the  kind  kinds  of  livestock  to  be  car- 
ried, and  a  sufficient  number  of  attend- 
ants, satisfactory  to  the  inspector  or 
the  APHIS  veterinarian  at  the  port  em- 
barkation to  insure  proper  care  of  the 
animals:  Provided,  however.  That  only 
one  person  experienced  in  the  handling 
of  the  kind/kinds  of  livestock  to  be  car- 
ried and  a  sufficient  number  of  attend- 
ants, satisfactory  to  the  APHIS  veteri- 
narian at  the  port  of  embarkation,  to 
insure  proper  care  of  the  animals  must 
be  carried  on  board  the  ocean  vessel  if 
less  than  800  head  of  livestock  are  car- 
ried. 

142  FR  28990.  June  7.  1977.  as  amended  at  48 
FR  27171.  June  23.  1978.  Redesignated  at  45 
PR  86413.  Dec.  31. 1980.  and  amended  at  57  FR 
23047.  June  1, 1992] 
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§91^  Bpmoe  reqniremento  fbr  mriwiilii 
on  ocean  vessels. 

(a)  General  requirements.  A  general 
space  requirement  for  any  individual 
animal  In  stalls  or  crates  on  ocean 
sels  shall  he  six  inches  more  in  height, 
depth,  and  width  than  the  measure- 
ments of  the  animal  concerned.  The 
number  of  animals  In  each  stall,  pen  or 
other  container,  the  cubic  inches  of  air 
available  for  each  animal,  and  the  ven- 
tilation capability  of  the  transporting 
carrier  are  other  criteria  used  to  deter- 
mine final  space  requirements  for  each 
animal.  Guidelines  of  space  require- 
ments for  storage  of  animals  in  pens 
are  listed  In  paragraphs  (b)  and  (c)  of 
this  section.  Final  determination  of 
space  needed  and  manner  of  loading  of 
animals  for  export  shipment  will  be 
made  by  the  inspector  or  the  APHIS 
veterinarian  at  the  port  of  embar- 
kation, based  upon  the  size  and  type  of 
animals  presented,  weather,  destina- 
tion, route,  and  means  of  transpor- 
tation employed  for  the  export  ship- 
ment. 

(b)  Space  guidelines: 
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22.0 
22.7 
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24.0 
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(c)  -Spoce  guidelines  for  containers. 
Containers  used  aboard  containerised 

ocean  vessels  measure  8  feet  in  width 
outside  but  vary  from  7  feet  3  inches  to 
7  feet  9  inches  in  width  inside  and  fi^om 
17  feet  to  40  feet  In  length.  For  such 
containers  the  space  requirements  and 
minimum  pen  widths  shown  in  the  fol- 
lowing charts  shall  be  used  whenever 
the  length  of  the  animal  exceeds  the 
width  of  the  container.  For  ready 
measurement  of  dairy  cattle  only,  the 
distance  from  the  withers  to  the  pin 
bone  multiplied  by  1.66  gives  the  ap- 
proximate total  length.  Lengrth  of 
other  cattle  and  large  animals  will  re- 
quire measurement  of  their  total 
length.  Other  animals  larger  than 
those  shown  in  the  following  charts 
shall  be  stowed  subject  to  the  approval 
of  the  inspector  or  the  APHIS  veteri- 
narian at  the  port  of  embarkation. 
Maximum  inside  length  of  container 
pens  shall  be  12  feet  9  inches. 
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Weight 

SqumfBCt  p6r 
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4  head 
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Square  feet 
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1^ 
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(d)  Special  requirements.  If  an  animal 
to  be  loaded  on  an  ocean  vessel  is  in 
the  tlilrd  trimester  of  pregnanoy  or  the 
route  of  the  carrier  will  be  into  or 
throug:h  a  tropical  area.''  the  .space  re- 
quired for  each  animal  shall  be  in- 
creased tyy  10  percent.  If  the  animal  to 
be  exported  is  in  the  third  trimester  of 
pregrnancy  and  the  route  of  the  vessel 
will  be  into  or  through  such  area,  the 
space  reanlred  for  such  animal  shall  be 
increased  by  20  percent.  (See  also  para- 
grraph  (g).  In  addition,  hospital  pens 
measuring  not  less  than  3  feet  by  8  leet 
for  each  animal  shall  be  provided  at 
the  rate  of  3  such  pens  for  each  100 
head  loaded,  except  as  provided  for 
horses  in  paragraph  (e)  of  this  section. 

(e)  Size  of  stalls  or  pens  for  horses  on 
ocean  vessels.  Space  for  horses  in  pens 
on  ocean  vessels  shall  not  be  less  than 
6  feet  6  inches  from  roof  or  beams  over- 
head to  floor  underfoot.  Space  con- 
taining up  to  120  square  feet  may  be 
used  for  stowage  of  horses  and  shall  be 
at  least  8  feet  but  not  more  than  9  feet 
in  width  (thwartship)  except  that  upon 
approval  of  the  inspector  or  the  APHIS 
veterinarian  at  the  port  of  embar- 
kation, pens  7  feet  wide  may  be  allowed 
for  medium-sized  horses,  fciingie  stalls 
shall  be  not  less  than  2^  feet  wide. 
Mares  in  foal  shall  be  shipped  only  in 
separate  stalls  which  shall  be  not  less 
than  8  feet  long  by  3  feet  wide  and  for 


*Tlie  area  situated  between  the  Tropic  of 
Cancer  and  tiie  Tropic  of  Capricorn. 


mares  due  to  foal  en  route  and  for  stal- 
lions, stalls  shall  not  be  less  than  8  feet 
long  by  5  feet  wide  and  shall  be  readily 
accessible  to  ship  personnt?l.  BiZtra 
stalls  suitably  located  .■^hall  be  pro- 
vided in  each  compartment  or  on  decks 
where  horses  are  carried  so  that  ade- 
quate hospital  space  can  be  made  avail- 
able  for  any  horses  that  become  sick  or 
disabled  aboard  ship.  The  number  of 
such  stalls  shall  be  as  follows:  One  for 
the  first  4  tp  10  horses  shipped,  another 
for  any  numbw  in  excess  of  10  up  to 
and  including  25.  and  still  another  for 
each  additional  25  horses  or  fraction 
thereof. 

(f)(1)  Except  as  provided  in  paragraph 
(c)  of  this  section,  space  in  pens  on 

ocean  vessels  for  cattle  weighing  1000 
pounds  or  more  shall  be  no  less  than  8 
feet  in  width  and  6  feet  3  inches  from 
roof  or  beams  overhead  to  flooring 
underfoot,  except  that  when  floors  are 
raised  over  pipes  and  similar  obstruc- 
tions, a  height  of  not  less  than  6  feet 
may  be  permitted  at  the  discretion  of 
the  inspector.  Pens  for  cattle  w^hlng 
less  than  1,100  pounds  may  not  exceed 
226  square  feet.  Pens  for  cattle  weigh- 
ing 1,100  pounds  or  more  may  not  ex- 
ceed 010  square  feet.  When  any  such 
pen  includes  stanchions,  sounding 
tubes,  ventilators,  and  other  obstruc- 
tions, 20  percent  more  space  for  each 
animal  shall;  be  required. 

(2)  Single  stalls  in  ocean  vessels  for 
cattle  weiglfdng  1000  pounds  or  more 
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shall  be  not  less  tlian  8  feet  in  length 
by  3  feet  in  width. 

(3)  Calves  and  yearlings  may  be 
stowed  in  pens  or  stalls  at  the  discre- 
tion of  the  inspector  or  the  APHIS  vet- 
erinarian at  the  poi  t  of  embarkation. 

(g)  Space  for  sheep,  goats,  and  swine  on 
ocean  vessels.  Space  for  s}u  t  p.  goats, 
and  swine  on  ocean  vessels  shall  not  be 
less  than  3  feet  in  height  and  the 
length  and  width  of  pens  shall  not  ex- 
ceed 15x8  feet.  An  increase  of  50  percent 
square  footage  shall  be  required  for 
animals  in  the  third  trimester  of  preg- 
nancy, notwithstanding  other  provi- 
sions in  paragraph  (d). 

{12  FR  28990.  June  7.  1977.  Redesitiuated  and 
amended  at  45  FR  86413.  Dec.  31,  1980;  53  FR 
40407.  Oct.  17.  1988:  57  FR  23047.  June  1,  1992] 

§91.26   Concrete  flooring. 

(a)  Pens  aboard  an  ocean  vessel  shall 
have  a  3  inch  concrete  pavement,  pro- 
portioned and  mixed  to  give  2000  psi. 

compressive  strenerth  In  28  days.  The 
pavement  shall  have  a  broom  or  rouph 
finish.  Steel  angle  bars  may  be  used  for 
footlooks  if  they  are  mounted  into  the 

floorlnEi  in  such  a  way  that,  at  the 
saiiif  Unit'.  the  bar.s  .serve  a.s 
gutter  ways.  The  angle  bars  shall  not  be 
less  than  2  inches  by  2  Inches  and 
inches  in  thickness,  and  spaced  on  12 
inch  centers  running  for  and  aft  on  the 
vessel. 

(b)  (1)  Horses  and  cattle.  Flooring  shall 

be  laid  athwartship  and  secured  by 
placing  ends  beneath  the  under  side  of 
foot  and  rump  boards  or  under  a  2"x4" 
strip  nailed  along  these  boards.  Floors 
may  be  either  of  two  types,  flush  or 
raised.  The  flush  type  shall  be  con- 
structed of  not  less  than  1"  thick  lum- 
ber laid  flat  on  the  deck.  The  raised 
type  shall  be  constructed  of  not  less 
than  2"  thick  lumber  nailed  to 
scantlings  of  at  least  2"x3"  dimensions 
laid  2  feet  6  Inches  apart.  If  desired, 
flooring  may  be  laid  in  portable  sec- 
tions. Flooring  will  not  be  required  on 
ships  with  wooden  decks  provided 
footlooks  are  secured  to  the  decks.  Ce- 
ment or  composite  material  diagonally 
scored  one-half  inch  deep  may  be  used 
on  Iron  decks  instead  of  wooden  floor- 
ing If  the  footlocks  are  molded  In  the 
same  and  bolted  to  the  deck. 

(2)  Sheep,  goats,  and  swine.  Flooring 
for  sheep,  goats,  and  swine  ^all  be  the 


same  as  prescribed  in  this  section  for 
horses  and  cattle,  except  that  the 
raised  flooring  need  not  be  greater 
than  12  inch  in  thickness. 

(3)  Drainage.  Provisions  shall  be  made 
for  drainage  of  urine  and  surface  water 
from  all  parts  of  the  vessel  used  flor 
carriage  of  animals  including  sufficient 
scuppers.  A  walkway  shall  provide  easy 
access  to  the  scuppers. 

(cKD  Horses  and  cattle.  In  pens  for 
horses  or  cattle,  there  shall  be  four 
footlocks  of  l''x4''  lumber  laid  fore  and 
ait  with  flat  side  down,  and  so  placed 
as  to  provide  in-between  spaces  of  12, 
14.  26,  and  14  inches,  beginning  at  in- 
side of  the  footboard.  Additional 
footlocks  shall  be  added  at  14  inch  in- 
tervals in  pens  having  a  depth  of  9  feet 
or  more.  They  shall  be  well  secured 
with  nails  of  a  length  that  will  permit 
1  inch  clinch  In  1  inch  flooring  and  2 
inch  penetration  in  2  inch  flooring. 

(2)  Sheep,  goats,  and  swine.  Footlocks 
In  pens  for  sheep,  goats,  and  swine 
shall  be  of  not  less  than  1^x2^  lumber, 
four  to  each  pen,  equally  distributed 
and  laid  in  the  manner  prescribed  in 
paragraph  (c)(1)  of  this  section  for 
horses  and  cattle. 

[42  FR  28990,  June  7.  1977.  Redesignated  at  45 
FR  86413,  Dec.  81, 1900,  and  amended  at  87  FR 
28047,  June  1, 1M2] 

S91^  Trouglie  and  liayraeks. 

All  stalls  and  pens  aboard  an  ocean 

vessel  shall  be  equipped  with  proper 
troughs  for  feeding  and  watering  ani- 
mals as  provided  in  this  section.  Racks 
or  nets  furnished  for  feeding  hay  shall 
be  of  a  type  acceptable  to  the  inspec- 
tor. The  feeding  of  hay  to  the  animals 
on  ocean  vessels  may  be  by  means  of 
dispensing  the  hay  from  racks  or  nets 
or  by  placing  the  hay  on  the  floor  of 
the  pens  in  which  the  animals  are  con- 
fined. 

(a)  Horses  and  cattle.  Troughs  may  be 

constructed  of  metal  or  wood  and  may 
be  either  removable  or  fixed.  The  space 
between  the  first  footlock  and  foot- 
board may  be  utilized  for  feeding  cat- 
tle, provided  a  2"- 4"  piece  of  lumber  is 
affixed  along  the  lop  surface  of  said 
footlock  BO  that  it,  together  with  the 
footboard  and  the  battens,  will  form  an 
enclosure.  If  wooden  troughs  are  used 
for  feeding,  an  adequate  supply  of 
buckets  or  other  metal  containers  shall 
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be  provided  for  the  proper  watering  of 

the  animals. 

(b)  Sheep,  goats,  and  swine.  Pens  for 
these  animals  shall  have  feed  trongrhs 
not  less  than  8  inches  wide  and  shall  be 
equipped  with  proper  receptacles  for 
watering.  Pens  for  sheep  and  goats 
shall  also  have  ample  hasnracks  suit- 
able for  these  animals. 

[42  FR  28990,  June  7.  1977.  Redeelgiiated  at  45 
FR  86413.  Dec.  31. 1960] 

§91.28  StanehioMS  and  rails. 

(a)  (1)  Pipes  used  for  stanchions  and 
rails  for  pens  aboard  an  ocean  vessel 
shall  be  made  of  zinc  coated,  galva- 
nized, extra  strong,  medium  carbon 
steel.  Steel  pipes  or  other  steel  profiles 
shall  consist  of  not  less  than  4  pipes  or 
profiles,  the  upper  one  to  have  3  inch 
diameter  and  the  others  a  diameter  of 
not  less  than  2%  inches.  Stanchions 
shall  not  be  of  less  than  3^2  inches  di- 
ameter; shall  not  be  of  less  than  "^ir 
inch  thickness  and  shall  not  be  placed 
more  than  8  feet  apart  center  to  center. 

(2)  Threaded  pipe  connections  shall 
not  be  used.  All  parts  shall  be  cut  from 
factory  fabricated,  seamless  pipe. 

(3)  Bolt  and  pin  holes  shall  not  be 
drilled  to  more  than  V32  inch  oversize. 
Holes  shall  be  properly  located  and 
centered  on  pipe. 

(4)  Pipe  shall  not  be  deformed  or 
weakened  by  welding  such  items  as  re- 
inforcing rods  or  hinges  thereto.  Weld- 
ing shall  be  used  for  such  attachment 
to  be  exposed  In  the  finished  work. 
Pins,  plates,  and  parts  other  than  pipe 
shall  be  made  of  galvanized  steel.  All 
areas  where  galvanizing  of  the  steel 
has  eroded  or  has  been  damaged  shall 
be  finished  with  a  rust  preventative. 

(5)  Pipe  rails  shall  be  placed  in  proper 
alignment  with  tops  of  all  gates  at  the 
same  height. 

(b)  All  gates  of  animal  pens  aboard 
an  ocean  vessel  shall  have  .smooth  fin- 
ished surfaces  and  the  pivot-pins  shall 
have  a  minimnm  diameter  of  %  inch. 

(c)  Animals  may  be  carried  on  upper 
decks  of  an  ocean  vessel  in  space  abut- 
ting the  outside  rails  or  bulwarks  only 
if  such  rails  or  bulwarks  are  3  feet  or 
more  in  height  from  the  deck  and  are 
of  sufficient  strength  to  hold  the  nec- 
essary fittings  securely  or  if  the  space 
available  is  sufficient  to  permit  secur- 
ing the  required  fittings  to  provide  the 


necessary  strength.  When  animals  are 
carried  on  upper  decks,  bulkheads  shall 
be  erected  at  all  unprotected  ends  of 
stalls. 

(d)  (1)  Cattle  and  horses.  Bail  stan- 
chions for  pens  aboard  an  ocean  vessel 
for  cattle  or  horses  shall  be  con- 
structed of  not  less  that  4"  or  6"  lumber 
set  5  feet  apart  on  centers  secured  to 
the  ship's  rail  or  bulwark  with  ''h  inch 
or  larger  bolts  or  collars  and  with  heels 
raced  to  the  sheer  streak  or  waterway. 
Inboard  stanchions  of  VxST  lumber 
shall  be  set  in  line  with  the  rail  stan- 
chions and  properly  braced:  Provided, 
however,  That  the  method  of  securing 
and  bracing  of  stanchions  may  be 
modified  as  approved  by  the  under- 
writer of  the  cargo  bureau,  and  the  in- 
spector. Information  concerning  the 
modifications  shall  be  made  available 
to  APHIS,  at  Its  request.  On  open  rail 
ships,  spaces  between  the  rails  shall  be 
blocked  out  to  permit  the  affixing  of 
outside  planking.  If  supplementary 
stanchions  are  required  for  rump 
boards,  these  shall  not  be  less  than 
3"x4''  in  size  and  shall  be  secured  to 
beams  and  decks  as  outlined  above.  On 
upper  deck  fittings  at  ends  of  unpro- 
tected stalls,  a  stanchion  not  less  than 

in  size  shall  be  similarly  spaced 
and  secured  to  beams  and  decks  and 
properly  braced.  Stanchions  on 
underdecks  shall  be  constructed, 
spaced,  and  secured  in  the  same  man- 
ner as  upper  deck  fittings. 

(2)  Sheep,\  goats,  and  svHne.  Stan- 
chions for  single  or  double  tier  pens  for 
sheep,  goats,  and  swine  shall  be  con- 
structed of  not  less  3''x4''  lumber  set  at 
not  greater  distance  than  5  feet  on  cen- 
ters  and  secured  as  outlined  in  para- 
graph (d)(1). 

(e)  For  all  animals,  two  beams  of 
2'x6'  lumber  shaU  be  bolted  on  each 
side  of  the  stanchions  using  %  inch 
bolts,  nuts,  and  wa.^hfM  s  Beams  shall 
extend  from  outside  planking  to  at 
least  2  feet  beyond  the  line  of  the 
breast  boards  unless  the  beams  butt  on 
the  ship's  deck  fittings.  Two  beams  of 
2"x6"  lumber  shall  be  used  to  support 
the  roof  of  single  tier  pens  on  exposed 
decks  and  the  floor  of  double  tier  pens 
on  all  decks. 

(f)  All  pens  for  carrying  animals  on 
exposed  decks  aboard  an  ocean  vessel 
shall  be  rooifed  with  not  less  than  1 
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inch  thick,  watertight  lumber  extend- 
ing from  outside  planking  to  at  least  2 
feet  beyond  the  line  of  breast  boards: 
Provided,  That,  If  tongue  and  grooved 
lumber  is  used,  it  must  be  caulked  or 
covered  so  that  it  is  watertight  or  if 
square  edged  lumber  is  used  it  shall  be 
covered  with  a  saturated  roofing  paper 
known  to  the  trade  as  30  pound  roofing 
paper  and  shall  be  securely  battened. 

(g)  All  pens  for  carrying  animals  on 
exposed  decks  sliall  be  provided  witli 
outside  planking  of  not  less  than 
inch  tongue  and  groove  lumber,  laid 
fore  and  aft  of  ship,  driven  tightly  to- 
gether and  securely  nailed  to  backs  of 
stanchions  in  a  manner  to  cover  all 
open  spaces  propprly.  However,  during 
warm  weather  the  top  course  planking 
may  be  left  off  in  order  to  allow  a  free 
circulation  of  air.  On  vessels  with 
closed  bulwarks,  the  outside  planking- 
shall  extend  not  less  than  6  inches 
below  the  upper  edge  of  the  bulwark. 

(hKl)  Horses.  All  stalls  and  pens  for 
horses  shall  be  equipped  with  breast 
boards  of  no  less  than  2"xl0"  dressed 
lumber  with  the  top  edge  placed  3  feet 
10  inches  from  the  floor  and  securely 
nailed  to  the  stanchions.  Where 
butting  occurs,  the  joints  are  to  be  on 
the  stanchions  and  shall  he  covered 
with  metal  plates  3  inches  square  or  5 
inches  in  diameter  and  not  less  than  '  i 
inch  in  thickness.  A  %  inch  bolt  shall 
then  be  passed  through  the  plate,  joint, 
and  stanchion  and  securely  fastened 
with  a  nut.  All  breast  boards  shall  have 
1  inch  holes  bored  through  them  at 
proper  distances  for  tying  animals.  An 
occassional  pen  shall  be  provided  with 
a  removable  breast  board  in  order  that 
animals  may  be  loaded  into  and  re- 
moved firom  the  stalls  and  pens.  All 
stalls  and  pens  shall  be  provided  with 
foot  boards  of  not  less  than  2"xlO"  lum- 
ber securely  nailed  or  bolted  to  the 
stanchions.  At  the  discretion  of  the  in- 
spector, small  ponies,  asses,  small 
mules,  mares  with  foal  at  foot,  young 
unbroken  horses  or  gentle  horses  of 
any  size  may  be  stowed  loose  in  pens. 
In  these  cases,  a  sufficient  number  of 
finished  2"<10"  lumber  shall  bo  placed 
between  the  breast  and  foot  boards  to 
effectively  contain  the  animals. 

(2)  Cattle.  All  stalls  and  pens  for  cat- 
tle shall  be  provided  with  boards  as  re- 
quired for  horses  in  paragraph  (.a),  ex- 


cept that  the  front  or  breast  boards 
shall  be  constructed  in  sets  of  three  or 
more  boards  of  2"xlO"  dressed  lumber 
separated  by  8  insib.  spacers  and  placed 
on  the  foot  board  so  that  the  front  of 
the  pen  extends  48  inches  or  more  in 
height  from  the  floor.  One  or  more  of 
the  breut  boards  may  be  left  olf  if  feed 
or  water  troughs  are  to  be  mounted  ex- 
ternally. 

(3)  Sheep,  goats,  and  swine.  Front 
boards  in  pens  for  sheep,  goats,  and 
swine  shall  be  of  not  less  than  I'yST 
pieces  of  lumber  approximately  spaced 
and  extending  to  the  proper  height  for 
these  species  of  animals.  Provision 
shall  be  made  for  removing  a  section  of 
front  boards  to  allow  entry  of  animals 
into  pens  or  removal  therefrom  and  for 
feeding  or  watering. 

(iXD  Horses  and  cattle.  Rump  boards 
in  pens  for  horses  or  cattle  shall  form 
a  solid  wall  at  least  4  feet  high  for  cat- 
tle and  4  feet  6  inches  high  for  horses 
and  shall  be  of  lumber  not  less  than  1% 
inches  thick  if  tongued  and  grooved  or 
2  inches  thick  if  square  edged  or  of  ply- 
wood of  the  same  strength.  Whm  the 
deck  is  clear  of  obstructions,  rump 

boards  may  be  set  on  the  inside  of  the 

rail  stanchions.  When  this  is  not  pos- 
sible, sections  so  affected  may  be 
brought  forward  to  clear  such  obstruc- 
tions and  shall  be  fastened  by  stan- 
chions provided  for  this  puipose.  On 
lower  decks  where  the  ship's  oonstmo- 
tion  so  justifies,  rump  boards  may  be 
affixed  to  2"x6"  wooden  pieces  set  the 
same  as  prescribed  for  stanchions. 
Rump  boards  may  be  formed  by  filling 
spaces  between  cargo  battens.  Rump 
boards  in  stalls  or  pens  built  alongside 
hatches  need  be  carried  down  only  to 
the  coaming  line. 

(2)  Sheep,  goats,  and  svHne.  Peons  for 
sheep,  goats,  and  swine  on  all  exposed 
decks  shall  be  provided  with  rump 
boards  of  the  specified  size  built  to  a 
height  of  2  feet  6  inches. 

CjKl)  Hnrses  and  cattle.  Division 
boards  in  pens  for  horses  and  cattle 
shall  be  used  to  separate  all  stalls  and 
pens  and  to  close  the  sides  thereof  at 
the  ends  of  rows.  They  shall  be  used  in 
sets  of  four  boards  of  2"xl0"  dressed 
lumber  separated  by  3  inch  spacers, 
shall  extend  from  the  romp  boards  to 
the  inboard  stanchions,  and  shall  be 
fitted  into  appropriate  channels  or 
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Blots  at  both  ends  in  a  manner  that 

will  permit  their  ready  removal. 

(2)  Sheep,  goats,  and  swine.  Division 
boards  and  those  forming  ends  of  pens 
for  Bheept  ffoats*  and  swine  shall  be  the 

same  as  prescribed  for  rump  boards  for 
these  animals  in  paragraph  (i)  of  tliis 
section. 

[45  FR  28990.  June  7.  1W7.  Redesignated  at  45 
FR  86413.  Dec.  31.  1980.  and  amended  at  57  FR 
28047.  Jane  1. 1902] 

(a)  Animals  may  be  placed  on  hatches 
on  exposed  decks  on  an  ocean  vessel  if 
the  pens  or  stalls  are  securely  lashed 
down. 

<b)  Animals  may  be  placed  on  hatches 

on  underdecks  on  an  ocean  vessel  pro- 
vided the  height  requirements  of  §91.25 
(e)  and  (f)  are  met  and  sufHcient  space 
shall  be  left  clear  on  such  hatches  for 
passageway  across  ship. 

(c)  On  all  hatches  on  which  animals 
are  carried  and  under  which  hay  and 
feed  or  animals  are  stowed,  sufficient 
space  shall  be  left  clear  for  the  proper 
removal  and  handling  of  such  hay  and 
feed  and  animal  carcasses.  Such  hatch- 
es shall  be  watertdgbt. 

[42  FR  28800,  June  7,  1877.  Redesignated  at  45 
FR  88418,  Dec.  31. 1880] 

WJSO  Defeettve  fl«llii«i. 

If  preylonsly  used  fittings  aboard  an 
ocean  vessel  are  employed,  any  portion 
thereof  found  by  the  inspector  to  be 
worn,  decayed,  unsound,  or  otherwise 
defective  shall  be  replaced. 

[42  FR  28890,  June  7,  1877.  Redesignated  at  45 
FR  86418,  Dec.  31,1880] 

Subpart  E— Cleaning  and 
Disinfecting  of  Aircraft 

§91.41   Cleaning  and  disinfecting  <rf 

aircraft. 

Prior  to  loading  of  animals,  the  stow- 
age area  of  aircraft  to  be  used  to  export 

animals  under  the  provisions  of  this 
part  shall,  under  the  supervision  of  an 
inspector,  be  cleaned  and  then  dis- 
infected using  a  fireShly  prepared  solu- 
tion of  4  percent  sodium  carbonate  plus 
0.1  percent  sodium  silicate.  In  addition, 
all  loading  ramps,  fittings,  and  equip- 
ment to  be  used  In  loading  the  anfmals 
on  the  aircraft  shall  be  cleaned  and  dis- 


infected using  an  approved  disinfectant 
listed  in  §71.10  of  this  chapter.  The 
time  at  which  the  cleaning  and  dis- 
infection is  performed  must  be  ap- 
proved by  the  inspector,  who  will  give 
approval  only  if  he  or  she  determines 
that  the  cleaning  and  disinfection  will 
be  effective  up  to  the  projected  time  of 
loading  of  animals.  If  the  animals  are 
not  loaded  by  the  projected  time,  the 
inspector  shall  determine  whether  fur- 
ther cleaning  and  disinfection  are  nec- 
essary. The  cleaning  must  remove  all 
garbage,  soil,  manure,  plant  materials, 
insects,  paper,  and  other  debris  from 
the  stowage  area.  The  disinfectant  so- 
lution must  be  ax»plied  with  a  device 
that  creates  an  aerosol  or  mist  that 
covers  100  percent  of  the  surfaces  in  the 
stowage  area,  except  for  any  loaded 
cargo  and  deck  surface  under  it  that,  in 
the  opinion  of  the  inspector,  do  not 
contain  materials  that  may  contain 
animal  disease  pathogens  such  as  gar- 
bage, soil,  maniu'e,  plant  materials,  in- 
sects, waste  paper,  or  debris.  After 
cleaning  and  disinfection  is  performed, 
the  Inspector  shall  sign  and  deliver  to 
the  captain  of  the  aircraft  or  other  re- 
sponsible official  of  the  airline  in- 
volved, a  document  stating  that  the 
aircraft  has  been  properly  cleaned  and 
disinfected,  and  stating  further  the 
date,  the  carrier,  the  fli^^-ht  number, 
and  the  name  of  the  airport  and  the 
city  and  state  in  which  it  is  located.  If 
an  aircraft  is  cleaned  and  disinfected 
at  one  airport,  then  flies  to  a  subse- 
quent airport,  with  or  without  stops  en 
route,  to  load  animals  for  export,  the 
inspector  at  the  subsequent  airport 
will  determine,  based  on  examination 
of  the  cleaning  and  disinfection  docu- 
ments, whether  the  previous  cleaning 
and  disinfection  is  adequate  or  whether 
to  order  a  new  cleaning  and  disinfec- 
tion. If  the  aircraft  has  loaded  any 
cargo  m  addition  to  animals,  the  in- 
spector at  the  subsequent  airport  will 
determine  whether  to  order  a  new 
cleaning  and  disinfection  based  on  both 
examination  of  the  cleaning  and  dis- 
infection docilmients  and  inspection  of 
the  stowage  area  for  materials  that 
may  contain  animal  disease  pathogens 
such  as  garbage,  soil,  manure,  plant 
materials,  insects,  waste  paper,  or  de- 
bris. 

[53  FR  51747.  Dec.  28, 1888] 
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PART  92— IMPORTATION  OF  ANI- 
MALS AND  ANIMAL  PRODUCTS: 
PROCEDURES  FOR  REQUESTING 
RECOGNITION  OF  REGIONS 

Sec. 

92.1  Definitions. 

92.2  Application  for  recog'nition  of  the  ani- 
mal health  status  of  a  reprion. 

Authokh  v;  7  U.S.C.  1622;  19  U.S.C.  1306;  21 
U.S.C.  102-105.  111.  114a.  134a.  134b,  134c,  134(1. 
134f.  135.  136.  and  136a;  31  U.S.C.  9701;  7  CFR 

2.22.  2.80.  and  371.4. 

Source;  62  FR  56012.  Oct.  28.  1997.  unless 
Otherwise  noted. 

§92.1  Definitions. 

Active  surveillance.  Sample  collection 
using  a  systematic  or  statistically  de- 
signed survey  methodology  to  actively 

seek  out  and  find  cases  of  animals  with 
a  restricted  disease  agent,  or  to  deter- 
mine the  prevalenoe  of  the  restricted 
disease  agent  in  the  population. 

Adjacent  region.  Any  geographic  land 
area,  whether  or  not  Identifiable  by  ge- 
ological, political  or  surveyed  bound- 
aries, that  shares  common  boundaries 
with  any  region. 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service,  United  States  Depart- 
ment of  Agriculture,  delegated  to  act 
in  the  Administrator's  stead. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Inspection  Service  of  the  United 
States  Department  of  Agriculture. 

Animals,  All  species  of  the  animal 
kingdom,  except  man,  including:  Cat- 
tle, sheep,  goats,  other  ruminants, 
swine,  horses,  asses,  mules,  zebras, 
dogs,  poultry,  and  birds  that  are  sus- 
ceptible to  commvmicable  diseases  of 
livestock  and  poultry  or  capable  of 
being  carriers  of  those  diseases  or  their 
arthropod  vectors. 

Comyminicablc  disease.  Any  contagious 
or  infectious  disease  of  auiinals.  It  can 
be  transmitted  either  directly  or  indi* 
rectly  to  a  susceptible  animal  from  an 
infected  animal,  vector,  inanimate 
source,  or  other  sources. 

Contagious  disease.  Any  commu- 
nicable disease  transmitted  from  one 
animal  to  another  by  direct  contact  or 


by  feed,  water,  aerosol,  or  contami- 
nated objects. 

Disease  agent.  A  virus,  bacterium,  or 
other  organism  that  causes  disease  in 
animals. 

Import  (imported,  importation)  into  the 
United  States.  To  bring  into  the  terri- 
torial limits  of  the  United  States. 

Passive  swrveillance.  A  surveillance 
system  that  does  not  depend  on  active 
participation  by  the  responsible  agency 
to  seek  out  and  monitor  a  restricted 
disease  agent.  The  system  relies  on 
mandatory  reporting,  a  pool  of  trained 
investigators,  diagnostic  submission 
procedures  and  laboivitory  support,  and 
periodic  public  information  and  con- 
tinuing education  programs  on  dis- 
eases. 

Prevalence.  The  number  of  cases  of  a 
disease  in  existence  at  a  given  time  in 
a  designated  area. 

Region.  Any  defined  geographic  land 
region  identifiable  by  geological,  polit- 
ical or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (  sone, 
county,  department,  municipality,  par^ 
ish,  Province,  State,  etc.); 

(3)  Parts  of  several  national  entities 
combined  Into  an  area;  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 

Restricted  disease  agent.  Any  commu- 
nicable disease  agent  or  its  vector  not 
known  to  exist  in  the  United  States  or 
that  is  subject  to  a  Federal  or  coopera- 
tive Federal/State  control  or  eradi- 
cation program  within  the  United 
States. 

Surveillance.  Systems  to  find,  mon- 
itor, and  confirm  the  existence  or  ab- 
sence of  a  restricted  disease  agent  or 

agents  in  livestock,  poultry  and  other 
animals.  Surveillance  may  be  passive 
or  active. 

United  States.  All  of  the  States  of  the 

United  States,  the  District  of  Colum- 
bia. Guam,  the  Northern  Mariana  Is- 
lands, Puerto  Rico,  the  Virgin  islands 
of  the  United  States,  and  all  other  tar- 
rltories  and  possessions  of  the  United 
States. 

Vector-borne  disease.  A  disease  trans- 
mitted to  an  animal  through  an  inter- 
mediate arthropod  vector,  including 
ticks  or  insects. 
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(98.2  Application  for  reco^iition  of 
the  animal  liealth  status  of  a  region. 

(a)  (1)  The  representative  of  the  na- 
tional government(s)  of  any  country  or 
oonntries  wbo  baa  the  antiiority  to  re- 
quoBt  such  a  cliange  may  request  at 
any  time  that  all  or  part  of  the  coun- 
try or  countries  be  recognized  as  a  re- 
gion, be  Included  within  an  adjacent 
prevlouiEdy  recognized  region,  or  be 
made  part  of  a  region  larg^er  than  an 
Individual  country.  Requests  for  rec- 
ognition of  a  region  must  be  sent  to 
the  Administrator,  In  accordance  with 
paragraph  (c)  of  this  section. 

(b)  Each  request  for  approval  to  ex- 
port a  particular  type  of  animal  or  ani- 
mal product  to  the  United  States  from 
a  foreig'n  reg"ion  must  be  made  to  the 
Administrator,  in  accordance  with 
paragraph  cc)  of  this  section,  and  must 
include,  in  English,  the  following  infor- 
mation about  the  region: 

(1)  The  authority,  organization,  and 
infi'astructure  of  the  veterinary  serv- 
ices organization  in  the  region. 

(2)  Disease  status — i.e..  is  the  re- 
stricted disease  a.£rent  known  to  exist 
in  the  region?  If  "yes."  at  what  preva- 
lence? If  **no,**  when  was  the  most  re- 
cent diagnosis? 

<3)  The  status  of  adjacent  regions 
with  respect  to  the  agent. 

(4)  The  extent  of  an  active  disease 
control  prog-ram.  if  any.  if  the  agent  is 
known  to  exist  in  the  region. 

(5)  The  vaccination  status  of  the  re- 
gion. When  was  the  last  vaccination? 
What  is  the  extent  of  vaccination  if  it 
is  currently  used,  and  what  vaccine  is 
being  used? 

(6)  The  degree  to  which  the  region  is 
separated  from  adjacent  regions  of 
higher  risk  through  physical  or  other 
barriers. 

(7)  The  extent  to  which  movement  of 

animals  and  animal  products  is  con- 
trolled from  regions  of  higher  risk,  and 
the  level  of  biosecurity  regarding  such 
movements. 

(8)  Livestock  demographics  and  mar- 
keting practices  in  the  region. 

(9)  The  type  and  extent  of  disease 
surveillance  in  the  region— e.g.,  is  it 
passive  and  or  active:  what  is  the  quan- 
tity and  quality  of  sampling  and  test- 
ing? 

(10)  Diagnostic  laboratory  capabili- 
ties. 


(11)  Policies  and  infrastructure  for 
animal  disease  control  in  the  region — 
i.e.,  emergency  response  capacity. 

(c)  Requests  for  recognition  of  a  re- 
gion or  for  approval  to  export  animals 
or  animal  products  to  the  United 
States  from  a  region,  including  the  in- 
formation required  by  this  section, 
must  be  sent  to  the  Administrator,  c/o 
National  Center  for  Import  and  Export. 
VS,  APHIS.  4700  River  Road  Unit  38, 
Riverdale,  MD  20737-1231.  (Where  pos- 
sible, include  a  copy  of  the  request  and 
accompanying  information  on  a  3.5- 
inch  floppy  disk  in  ASCII  or  a  word 
processing  format.) 

(d)  The  information  submitted  in  ac- 
cordance with  paragraph  (b)  of  this  sec- 
tion will  be  made  available  to  the  pub- 
lic prior  to  initiation  by  APHIS  of  any 
rulemaking  action  on  the  request. 

(e)  Tf.  after  review  of  the  information 
submitted.  APHIS  believes  the  re- 
quested importation  can  be  safely  al- 
lowed, APHIS  will  publish  a  proposed 
rule  in  the  Federal  Register  to  allow 
the  importation,  and  the  conditions 
under  which  the  importation  would  be 
allowed,  along  with  a  discussion  of  the 
basis  for  the  proposal. 

(f)  APHIS  will  provide  a  period  of 
time  during  which  the  public  may  com- 
ment on  the  proposal.  During  the  com- 
ment period,  the  public  will  have  ac- 
cess to  the  information  upon  which 
APHIS  based  its  analysis  of  the  risk  of 
such  importation,  as  well  as  to  its 
methodology  in  conducting  the  anal- 
ysis. Once  APHIS  has  reviewed  all  com- 
ments received,  it  will  make  a  final  de- 
cision on  what  conditions  will  be  nec- 
essary to  allow  the  importation  in 
question,  and  will  publish  the  condi- 
tions for  import  in  the  Federal  Reg- 
ister. 

PART  93-IMPORTATION  OF  CER- 
TAIN ANIMALS,  BIRDS,  AND 
POULTRY,  AND  CERTAIN  ANIMAL, 
BIRD.  AND  POULTRY  PRODUCTS; 
REQUIREMENTS  FOR  MEANS  OF 
CONVEYANCE  AND  SHIPPING 
CONTAINERS 

Subpart  A— Birds 

Sec. 

98.100  DeftnitiODS. 

93.101  General  prohibitions;  exceptions. 
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93.102  Pot  ts  clesigiiated  for  the  importation 
of  birds. 

93.109  Import  permits  for  birds:  and  reserva- 
tion fee.s  for  space  at  (luarantilie  fiftcili- 
ties  maintained  by  APHIS. 

93.104  Certificates  for  pet  birds,  commercial 
birds,  zoologioal  birds,  and  researcli 
birds. 

93.105  Inspection  at  the  port  of  entry. 

98.106  Qnarantine  reaulrementa. 

Canada 

98.107  Special  provisions. 

Subpart  B— Poultry 

93.200  Definitions. 

98.201  General  prohibitions:  exceptions. 

98.208  Inspection  of  certain  air<'i.itt  and 
Other  means  of  conveyance  and  shipping 
containers  thereon:  nnloadlng*.  cleaning, 

and  disinfection  requii  cnicnts. 

93.203  Ports  designated  for  tlie  importation 
of  poultry. 

98.204  Import  permits  for  poultry  and  for 
poultry  test  specimens  for  diagniostic 
purposes;  and  reservation  fees  for  space 
at  quarantine  fibdlltles  maintained  by 

APHIS. 

93.205  Certificate  for  poultry. 

93.206  Declaration  and  other  documents  for 
poultry. 

03.207  Inspection  at  the  port  of  entry. 

93.208  Articles  accnmpanyinff  poultry. 
93.200  Quarantine  requirements. 

98.210  Ponltry  qnarantine  fkoilities. 

93.211  Quarantine  stations,  visiting  re- 
stricted; sales  prohibited. 

93.212  Manure  f^om  quarantined  poultry. 

93.213  .vppearance  of  disease  among  poultry 
in  quarantine. 

Canada 

93  214  Import  permit  and  declaration  for 

poultry. 

93.215  Special  provisions. 

93.216  Poultry  i^om  Canada. 

Central  ambbioa  and  the  west  Indies 

93.217  Import  permit  and  declaration  for 

poultry. 

Mexico 

93.218  Import  ppimits  and  applications  for 

Inspection  for  poultry. 

93.219  Declaration  for  poultry. 

93.220  Inspection  at  port  Of  entry. 

Subpart  C-HoiBM 

93.300  Definitions. 

93.301  General  prohibition.s:  exceptions. 

93.302  Inspection  of  certain  aircraft  and 
other  means  of  conveyance  and  shifting 

containers  thereon:  unloading'.  Cleaning, 
and  disinfection  requirements. 


98.308  Ports  designated  for  the  importation 

of  horses. 

98.304  Import  permits  for  horses  tcom  re- 
gions affected  with  CEM  and  for  horse 
specimens  for  diagnostic  purposes;  res- 
ervation fees  for  space  at  quarantine  fa- 
cilities maintained  by  APHIS. 

93.305  Declaration  and  other  documents  for 
horses. 

93.306  Inspection  at  the  port  of  entry. 

93.307  Articlee  accompanying  horses. 
93.800  Qnarantine  requirements. 

98.309  Horse  quarantine  facilities. 

98.310  Quarantine  stations,  visiting  re- 
stricted; sales  prohibited. 

93.311  Milk  from  quarantined  horses. 

93.312  Manure  from  quarantined  horses. 

93.313  Appearance  of  disease  among  horses 
in  quarantine. 

93.314  Horses,  certification,  and  accom- 
panying equipment. 

Canada 

93.315  Import  permit  and  declaration  for 
horsoo. 

98.816  n>r8es  from  Canada  for  immediate 
slanghter. 

98.317  Horses  ftom  Canada. 

98.318  Special  provisions. 

Central  America  and  west  Indies 

98.310  Import  permit  and  deolaration  for 
horeee. 

93.390  Horses  from  Central  America  and  the 
West  Indies. 

98.321  Import  permits  and  appUoations  for 

inspection  for  horses. 

93.322  Declaration  for  horses. 

93.323  Inspection. 

93.324  Detention  for  quarantine. 

93.325  Horses  from  Mexico. 

98.826  Horses  for  inmiedlate  slaughter. 

Subpart  D— RumincNits 

93.400  Definitions. 

93.401  General  prohibitions;  excepticms. 

93.402  Inspection  of  certain  aircraft  and 
other  means  of  conveyance  and  shipping 
containws  thereon:  unloading,  eleudng, 

and  disinfection  requirements. 

93.403  Ports  designated  for  the  importation 
Of  ruminants. 

98.404  Import  permits  for  ruminants  and  for 
ruminant  test  specimens  for  diagnostic 
purposes;  and  reservation  fees  for  space 
at  quarantine  Cacilities  maintained  by 
APHIS. 

98.406  Certificates  for  ruminants. 

93.406  Diafrnostic  tests. 

93.407  Declaration  and  other  documents  for 
ruminants. 

93.108   Inspection  at  the  port  of  entry. 
93.409  Articles  accompanying  ruminants. 
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95.410  Movement  from  convesranoes  to  quar- 
antine station. 

95.411  Quarantine  requirements. 

93.412  Ruminant  quarantine  facilities. 

93.413  Quarantine  stations,  visiting  re- 
strloted;  sales  prolilblted. 

93.414  Milk  from  quarantined  rumlnant.s. 
93.416  Manure  fTom  quarantined  ruminants. 

98.416  Appearance  of  disease  among 
rumiiuuits  In  quarantine. 

Canada 

98.417  Import  permit  and  declaration  for 

ruminants. 

98.418  Cattle  from  Canada. 

96.419  Sheep  and  groats  from  Canada. 

98.420  Ruminants  from  Canada  for  imme- 
diate slaughter. 

98.421  Special  provisions. 

Central  America  and  West  Indies 

93.422  Import  permit  and  declaration  lor 
ruminants. 

98.423  Ruminants  from  Central  America  and 

the  West  Indies. 

Mexico 

93.424  Import  permits  and  applications  for 
Inspection  of  ruminants. 

93.425  Declaration  fni'  ruminants. 

93.426  Inspection  at  port  of  entry. 

93.427  Cattle  ft^m  Mexico. 

98.428  Sheep  and  goats  and  wild  ruminants 
from  Mexico. 

93.429  Ruminants  for  immediate  slaughter. 
93.430-93.431  [Reserved] 

93.432  Cattle  from  the  Republic  of  Ireland. 

93.433  [Reserved] 

98.434  Standards  for  approval  of  privately 
operated  quarantine  facilities  for  sheep 
or  groats,  and  handling  procedures  for  the 
importation  of  sheep  or  goats. 

93.435  Sheep  and  goats. 

Subpart  E— Swine 

98.500  Definitions. 

98.501  General  prohibitions:  exceptions. 
98.602  Inspection  of  certain  aircraft  and 

otlier  means  of  conveyance  and  sUpping 
containers  thereon:  unloading,  cleaning, 
and  disinfection  requirements. 
03.508  Ports  designated  for  the  importation 
of  swine. 

88.504  Import  permits  for  swine  and  for 
swine  specimens  for  diagnostic  purposes; 

and  reservation  foes  fo!'  space  at  quar- 
antine facilities  maintained  by  APHIS. 
98J05  Certificate  for  swine. 

98.506  Declaration  and  otber  docummts  for 
swine. 

98.507  Inspection  at  tbe  port  of  entry. 

93.508  Articles  accompanying-  swine. 

93.509  Movement  from  conveyances  to  quar- 
antine station. 

98.610  Quarantine  requirements. 


93.511  Swine  quarantine  faoilities 

93.512  Quarantine    stations,    visiting  re- 
stricted; sales  prohibited. 

93.513  Milk  from  quarantined  swine. 

93.514  Manure  from  quarantined  swine. 

93.515  Appearance  of  disease  among  swine  in 
quarantine. 

Canada 

93.516  Import  permit  and  declaration  for 
swine. 

93.517  Swine  from  Canada. 

93.518  Swine  from  Canada  for  immediate 
slaughter. 

98.519  Special  provisions. 

Central  America  and  WvafT  Indies 

98.520  Import  permit  and  declaration  for 
swine.  i 

BflEXKX) 

98.521  Declaration  for  swine. 

Subpart  F— Dogs 
93.600  Importation  of  dogs. 

Subpart  G—Mtocelaneous  Animals 

93.700  Definitions. 

93.701  Prohibitions. 

93.702  Restrictions. 

93.703  Ports  designated  for  importation. 

98.704  Import  permit. 

93.705  Health  certificate. 

98.706  Notification  of  arrival. 

98.707  Inspecmon  at  the  port  of  first  arrival. 

Subpart  H— Elephants,  Hippopotami, 
Rtiinoceroses.  ond  lapin 

93.800  Definitions. 

93.801  Prohibitions. 

93.802  Import  permit. 

93.803  Health  certificate, 

93.804  Declaration  upon  arrival. 

93.805  Ports  of  entry.  Inspection,  and  treat- 
ment. 

93.806  Animals  refused  entry. 

98.807  Other  iinportations. 

Authority:  7  U.S.C.  1622.  8303.  8306-8308. 

8310.  8.S13.  and  8.31.5:  21  U  .S.C.  136  and  ISSa;  31 
U.S.C.  9701:  7  CFR  2.22.  2.80.  and  371.4. 

Effectiv£  Date  Note:  At  67  FR  68022,  Nov. 
8,  2002,  the  authority  citation  for  part  93  was 

revi.sed,  effective  Jan.  7.  2003.  For  the  con- 
venience of  the  user,  the  revised  text  is  set 
forth  as  foUowi: 


authority:  7  U.S.C.  1622.  8303.  8306-6308, 
8810,  8818.  and  8815;  21  U.S.C.  186  and  188a;  31 
U.8.C.  9701: 7        2.22.  2.80,  and  871.4. 
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Source:  55  FR  31495,  Aug.  2,  1990,  onleBS 
otherwise  noted.  Redesigrnated  at  62  FR  50012, 
Oct.  28. 1997. 

Subpart  A— Birds 

§98.100  DeffnitioiUL 

Wherever  in  this  subpart  the  fol- 
lowing terms  are  used,  unless  the  con- 
text otherwise  requires,  they  shall  be 
construed,  respectively,  to  mean: 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service,  United  States  Dexiart- 
ment  of  Aerrlculture,  to  whom  author- 
ity has  been  or  may  be  delegated  to  act 
in  the  Administrator's  stead. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service.) 

Ajiimals.  Cattle,  sheep,  goats,  other 
ruminants,  swine,  horses,  asses,  moles, 
zebras,  dogs,  and  poultry. 

APHIS  representative.  A  veterinarian 
or  other  individual  employed  by  the 
Animal   and   Plant  Health  Inspection 

Service,  United  States  Department  of 
Agriculture,  who  is  authorized  to  per- 
form the  services  required  by  this  part. 

Birds.  All  members  of  the  class  aves 
(including  eggs  for  hatching),  other 
than  poultry. 

Commercial  birds.  Birds  which  are  im- 
ported for  resale,  breeding,  public  dis- 
play, or  any  other  purpose,  except  pet 
birds,  zoological  birds,  research  birds, 
or  performing  or  theatrical  birds. 

Communicable  disease.  Any  con- 
tagious, infectious,  or  communicable 
disease  of  domestic  livestock,  poultry 
or  other  animals. 

Department.  The  United  States  De- 
partment of  Agriculture  (USDA). 

Inspector.  An  employee  of  the  Animal 
and  Plant  Health  Inspection  Service 
authorized  to  perfoi'm  duties  required 
under  this  subpart. 

Licensed  veterinarian.  Any  person  li- 
censed by  any  region  or  political  sub- 
division thereof  to  practice  veterinary 
medicine. 

Pen-raised.  Cared  for  in  a  fenced  en- 
closure, such  that  the  ratites  are  kept 
apart  from  wild  ratites,  poultry,  and 
other  animals;  can  be  readily  observed. 


and  be  restrained  for  inspection  and 
treatment.  A  floclc  is  not  considered  to 
be  pen-raised  if  ratites  captured  in  the 
wild  have  been  added  to  it  after  lifaioh 

8,  1994. 

Performing  or  theatrical  birds.  Birds, 
except  ratites,  wMch  are  to  be  used  in 
shows,  theatrical  acts  or  performanoes 

only. 

Persons.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society  or  joint  stock  company. 

Pet  birds.  Birds,  except  ratites.  which 
are  imported  for  the  personal  pleasure 
of  their  individual  owners  and  are  not 
intended  for  resale. 

Port  Veterinarian.  A  veterinarian  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  to  perform  duties 
required  under  this  part  at  a  port  of 
entry. 

Poultry.  Chickens,  doves,  ducks, 
geese,  grouse,  guinea  fowl,  partridges, 
pea  fowl,  pheasants,  pigeons,  quail, 
swans,  and  turkeys  (including  eggs  tar 

hatching). 

Production  season.  That  period  of 
time,  usually  approximately  9  months 
each  year,  from  the  time  ratites  in  a 
flock  beRln  laying  eggs  until  the 
ratites  cease  laying  eggs. 

Ratites.  Cassowaries,  emus,  kiwis,  os- 
triches, and  rheas. 

Region.  Any  defined  geographic  land 
area  identifiable  by  geological,  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(DA  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish. Province.  State,  etc.): 

(3)  Parts  of  several  national  entities 
combined  into  an  area;  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 

Research  birds.  Birds  which  are  to  be 
used  for  research  purposes  only. 

Smuggled  birds.  Any  bird  which  has 
been  brought  into  the  United  States 
contrary  to  any  Federal  law  or  regula- 
tion and  which  has  been  seized  by  any 
official  of  any  Department  of  the 
United  States  Ctovernment  or  which 
has  been  abandoned  to  the  United 
States. 

United  States.  All  of  the  States  of  the 

United  States,  the  District  of  Colum- 
bia, Guam,  Northern  Mariana  Islands, 
Puerto  Rico,  the  Virgin  Islands  of  the 
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United  States,  and  all  other  Territories 
and  Possessions  of  the  United  States. 

Veterinary  Services.  The  Veterinary 
Servloes  uiit  of  the  Department. 

Zoological  birds.  Birds  intended  for 
breedinpr  or  public  display,  for  rec- 
reational or  educational  purposes,  at  a 
zoological  park. 

Zoological  park.  A  professionally  oper^ 
ated  zoo.  park,  garden  or  other  place, 
maintained  under  the  constant  surveil- 
lance of  a  Doctor  of  Veterinary  Medi- 
cine, for  the  exhibition  of  live  animals, 
pigeons  or  birds,  for  the  purpose  of  pub- 
lic recreation  or  education. 

[56  FR  31495.  Aug^.  2.  1990.  as  amended  at  56 
FR  31865.  July  12,  1991;  59  FR  10732,  Mar.  8, 
1904:  S9  FR  47068.  Sept.  14,  1994.  Redesignated 
and  amended  at  62  FR  56012,  S6013,  Oot.  28, 

1997J 

§93.101  General  proliibitioiii^  esoep- 

tions. 

(a)  No  product  or  bird  subject  to  the 
provisions  of  this  part  shall  be  brougrht 
Into  the  United  States  except  in  ac- 
cordance with  the  regulations  in  this 
I>art  and  part  94  of  this  subchapter;^ 
nor  shall  any  such  product  or  bird  be 
handled  or  moved  after  physical  entry 
Into  the  United  States  before  final  re- 
lease from  quarantine  orany  other 
form  of  governmental  detention  except 
in  compliance  with  such  regulations; 
Provided,  That  the  Administrator  may 
upon  request  in  specific  cases  permit 
products  or  birds  to  be  brought  into  or 
through  the  United  States  under  such 
conditions  as  he  or  she  may  prescribe, 
when  he  or  she  determines  in  the  spe- 
cific case  that  such  action  will  not  en- 
danger the  livestock  or  poultry  of  the 
United  States. 

(bXl)  Birds  from  Canada  may  be  im- 
ported in  accordance  with  this  section 
or,  except  for  ratltes  in  accordance 
with  the  provi:~=ions  npplicable  to  im- 
portation of  poultry  from  Canada  as 
specified  in  §§93.205,  93.214,  and  93.216  of 
this  part. 

(2)  Ratites  and  hatching  eggs  of 
ratites  may  be  imported  into  the 
United  States  only  in  accordance  with 
the  provisions  in  this  part  that  apply 
to  commercial  and  zoological  birds. 


^  Importations  of  certain  animals  from  var- 
ious regions  are  abBoluteiy  prohibited  under 
part  94  because  of  specified  diseases. 


and,  where  specified,  with  the  provi- 
sions that  apply  to  ratites  or  hatching 
eggs  of  ratites. 

(3)  Except  for  ratites  imported  as  zo- 
ological birds,  and  ratites  and  ratite 
hatching  eggs  imported  from  Canada  in 
accordance  with  §93.107.  ratites  and 
hatching  eggs  of  ratites  may  not  be  im- 
ported into  the  United  States  unless 
the  following  conditions  are  met: 

(i)  The  ratites  or  hatching  eggs  are 
produced  by  a  pen-raised  flock,  and,  in 
the  case  of  ratites,  maintained  in  a 
pen-raised  flock; 

(ii)  Each  ratite  produced  in  the  flock 
is  identified  with  an  identification 
number  by  means  of  a  microchip  im- 
planted at  1-day  of  age  in  the  pipping 
muscle  of  ostriches  and  in  the  upper 
neck  of  other  ratites.  each  ratite  added 
from  outside  the  flock  is  identified  in 
like  manner  upon  arrival  in  the  flock, 
except  that  ithe  mioiochip  need  not  be 
implanted  in  the  pipping  muscle  or  the 
upper  neck,  and  each  ratite  already  in 
the  flock  as  of  March  8,  1994  is  identi- 
fied in  like  maimer,  prior  to  the  next 
vi.sit  to  the  flock  premises  by  an 
APHIS  representative  under 
§93.103(a)(2)(iv).  except  that  the 
microchip  need  not  be  implanted  in  the 
pipping  muscle  or  the  upper  neck; 

(iii)  On  the  date  it  is  produced,  each 
hatching  egg  produced  in  the  flock  is 
marked  in  Indelible  ink  with  the  date 
of  tibie  production,  and  with  identifioa- 
tion.  assigned  by  the  national  govern- 
ment of  the  region  of  export,  of  the 
premises  and  region  from  which  the 
ratites  or  hatching  eggs  are  intended 
for  exportation; 

(iv)  The  owner  or  manager  of  the 
premises  from  which  the  ratites  or 
hatching  eggs  are  intended  for  impor^ 
tation  into  the  United  States  main- 
tains on  a  daily  basis  a  register  listtog 
the  following:: 

(A)  Number  of  live  ratites  hatched  in 
the  flock  or  added  to  the  flock,  and 
number  of  live  ratites  removed  from 
the  flock,  and  the  microchip  number 
for  each  of  these  ratites; 

(B)  Number  of  eggs  produced  in  the 
flock  and  date  of  production,  and  num- 
ber of  eggs  removed  from  the  flock  and 
date  of  production;  and 

(C)  Number  of  eggs  in  incubator/ 
hatcher  and  date  of  production; 
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(v)  The  owner  or  manag-er  of  the 
premises  submits  a  copy  of  the  reg- 
isters to  the  National  Veterinary  Serv- 
ice of  the  regrion  of  export  on  a  quar- 
terly basis.  The  regrion  of  export  in 
turn  submits  a  copy  of  the  registers  to 
the  Administrator  upon  his  or  her  re- 
quest; ^ 

fvi)  The  region  from  which  the 
ratites  or  hatching  eggs  are  exported 
to  the  United  States  maintains  a  reg- 
istry of  premises  that  wish  to  export 
ratites  or  hatching  eggs  of  ratites  to 
the  United  States,  that  lists  each 
ratite  according  to  the  microchip  num- 
ber required  under  paragraph  (b)(3)(iv) 
of  this  section,  and  also  maintains  a 
count  of  hatching  eggs  of  ratites  pro- 
duced on  or  added  to  the  premises; 

(vil)  Before  a  premises  is  added  to  the 
registry,  either  a  veterinary  officer  of 
the  national  government  of  the  region 
of  export,  or  an  employee  of  that  gov- 
ernment responsible  for  the  protection 
of  fish  and  wildlife,  visits  the  premises 
and  determines  that  all  ratites  and 
hatching  eggs  of  ratites  are  identified 
as  required  under  paragraphs  (b)(8Xii) 
and  (b)(3)(iil)  of  this  section. 

(vlii)  The  region  from  which  the 
ratites  or  hatching*  eggs  of  ratites  are 
exported  to  the  United  States  requires 
each  premises  from  which  ratites  or 
hatching  eggs  of  ratites  are  exported  to 
the  United  States  to  receive  approval 
from  the  National  Veterinary  Service 
of  that  regrion  before  ratites  are  added 
to  the  premises  from  outside  the  prem- 
ises, and  also  proliibits  the  addition  of 
ratites  to  a  flock  during  production 
seasons; 

(ix)  The  region  from  which  ratites  or 
hatching  eggs  of  ratites  are  exported  to 
the  United  States  establishes  a  max- 
imum number  of  hatching  eggs  of 
ratites  that  may  be  produced  on  each 
premises  over  a  set  production  season. 
The  ceiling  for  each  premises  is  cal- 
culated jointly  by  a  full-time  salaried 
veterinary  officer  of  the  national  gov- 
ernment ot  the  region  of  export  and  the 
APHIS  representative  who  conducts 
the  site  visit  required  under 
§93.103(a)(2)(lv).  and  Is  adjusted  jointly 


^Copies  should  he  mailed  to  the  Animal 
and  Plant  Health  In.'^pection  Service.  Veteri- 
nary Services.  National  Center  for  Import- 
Export.  MOO  River  Road  Unit  38.  Riverdale, 
Maryland  20737-1231. 


by  an  APHIS  representative  and  a  full- 
time  salaried  veterinary  officer  of  the 
national  government  of  the  region  of 
expoli;  according  to  changes  in  the 
number  of  laying  hens  In  the  flock; 

(X)  The  reprion  of  export  conducts 
random  inspections  of  each  premises 
Intending'  to  export  ratites  or  hatching 
eg-grs  of  ratites  to  the  United  States,  at 
least  twice  during  each  production  sea- 
son, to  ensure  that  all  ratites  and 
hatching  eggs  of  ratites  on  the  prem- 
ises are  identified  as  required  under 
paragraphs  (b)(3)(ii)  and  (b)(3)(iii)  of 
this  section.  These  inspections  must  be 
conducted  hy  either  a  veterinary  offl- 
cer  of  the  national  government  of  the 
region  of  export  or  an  employee  of  that 
government  responsible  lor  the  protec- 
tion of  fish  and  wildlife.  If  any  ratites 
or  hatching  eggs  are  not  identified  as 
required,  the  region  of  export  must  not 
issue  the  export  certificate  required 
under  f 03.104(a).  The  region  of  export 
must  record,  on  the  copy  of  the  report 
required  to  be  sent  to  the  Adminis- 
trator under  paragraph  (,b)(3)(v)  of  tliis 
section,  whether  all  ratites  and  hatbh- 
Ing  eggs  are  iden^fied  as  required; 

(xi)  The  reg-ion  of  export  requires 
each  premises  on  which  ratites  or 
hatching  eggs  of  ratites  intended  fbr 
export  to  the  United  States  are  kept  to 
submit  to  the  National  Veterinary 
Service  of  that  region  a  copy  of  the 
certificate  required  under  198.104(a); 

(xli)  The  person  intending  to  import 
ratites  into  the  United  States  provides 
the  APHIS  veterinary  inspector  at  the 
intended  port  of  entry  with  a  reader  oa^ 
pable  of  reading  the  microchip  im- 
planted in  each  of  the  ratites. 

(4)  Ratites  and  hatching  eggs  of 
ratites  may  not  be  imported  into  the 
United  States  in  any  container  that 
holds  hay,  straw,  grasses,  wood  chips, 
sawdust,  or  other  materials  likely  to 
harbor  ectoparasites.  Ratites  and 
hatchinL-^  eggs  of  ratites  that  are  im- 
ported into  the  United  States  in  con- 
tainers holding  such  materials  will  be 
refused  entry. 

(c)(1)  Pet  birds  offered  for  entry  from 
Canada  and  which  are  not  known  to  be 
affected  with  or  exposed  to  any  com- 
municable disease  of  poultry,  which  are 
caged  (prior  to  release  from  the  port  of 
entry)  and  which  are  personal  pets, 
may  be  imported  by  the  owner  thereof 
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at  any  port  of  entry  designated  in 
f§  93.103  or  93.203:  Provided,  That,  such 

birds  are  found  upon  port  of  entry  vet- 
erinary inspection  under  §93.105  to  he 
tree  of  poultry  diseases  and  at  the  time 
of  entry  the  owner  sUrns  and  fyimiahes 
to  the  Administrator,  a  statement 
stating  that  the  bird  or  birds  have  been 
in  his  or  her  possession  for  a  minimum 
Of  90  days  preceding  the  date  of  impor- 
tatlon  and  that  daring  such  time  such 
birds  have  not  been  In  contact  with 
poultry  or  other  birds  (for  example,  as- 
sociation with  other  avian  species  at 
exhibitions  or  in  aviaries.) 

(2)(i)  Pet  birds  which  originated  in 
the  United  States  and  have  not  been 
outside  the  region  for  more  than  60 
days  may  be  offered  for  entry  under  the 
provisions  of  §93.101(0(1):  Provided, 
That  such  birds  are  also  accompanied 
by  a  United  States  veterinary  health 
certificate  issued  prior  to  the  depar- 
ture of  the  birds  from  the  United 
States  and  the  certificate  shows  the 
number  from  the  leg  band,  tattoo,  or 
microchip  affixed  to  the  birds  prior  to 
departure;  And  provided  further.  That 
during  port  of  entry  veterinary  inspec- 
tion It  is  determined  that  the  number 
from  the  leg  band,  tattoo,  or  microchip 
on  the  bird  is  the  same  as  the  one  list- 
ed on  the  health  certificate, 

(il)  Lots  of  pet  birds  of  United  States 
origin  which  have  been  out^de  the 
United  States  for  more  than  60  days 
which  are  found  upon  port  of  entry  vet- 
erinary inspection  to  be  free  of  poultry 
diseases,  and  that  otherwise  meet  the 
requirements  of  paragraph  fc)(2)fi')  of 
this  section,  may  be  imported  by  the 
owner  thereof  if,  the  owner  importing 
such  birds  signs  and  Aimishes  to  the 
Administrator,  the  following: 

(A)  A  notarized  declaration  under 
oath  or  affirmation  (or  a  statement 
Signed  by  the  owner  and  witnessed  by  a 
Department  inspector")  stating  that  the 
bird  or  birds  have  not  been  in  contact 
with  poultry  or  other  birds  while  out  of 
the  region  (for  example,  association 
with  other  avian  spedes  at  eidilbitions 
or  at  aviaries);  and 

(B)  An  agreement  on  VS  Form  17-8, 
Obtainable  from  a  Federal  inspector  at 
the  port  of  entry,  stating: 

(1)  That  the  birds  will  be  maintained 
in  confinement  in  his  or  her  personal 
possession  separate  and  apart  from  all 
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poultry  and  other  birds  for  a  minimum 
of  30  days  following  importation  at  the 
address  where  the  birds  are  to  be  held 
and  made  available  for  health  inspec- 
tion and  testing  by  Department  inspec- 
tors upon  re<|ue8t  until  released  at  the 
end  of  such  period  by  such  an  inspector 
and 

(2)  That  appropriate  Federal  officials 
in  the  State  of  destination  wiU  be  im- 
mediately notified  if  any  signs  of  dis- 
ease are  noted  in  any  of  the  birds  or 
any  bird  dies  during  that  period. 

The  owner  Importing  such  birds  must 
comply  with  the  provisions  of  the 

aforementioned  agreement  before  the 
birds  may  be  released  from  confine- 
ment. Lots  of  pet  birds  of  United 
States  origin  which  do  not  otherwise 
meet  the  requirements  of  paragraphs 
(c)(1)  or  (2)  of  this  section  may  be  of- 
fered for  entry  under  the  provisions  of 
paragraph  (c)(3)  of  this  section. 

(3)  Pet  birds  which  are  not  known  to 
be  affected  with  or  exposed  to  commu- 
nicable diseases  of  poultry  may  be  of- 
fered for  entry  at  one  of  the  ports  of 
entry  designated  in  §  93.102(a)  under  the 
following  conditions: 

(i)  The  pet  birds  shall  be  accom- 
panied by  a  veterinary  health  certifi- 
cate issued  by  a  national  government 
veterinary  officer  of  the  region  of  ex- 
port stating  that  he  or  she  personally 
inspected  the  birds  listed  on  the  health 
certificate  and  found  them  to  be  free  of 
evidence  of  Newcastle  disease, 
chlamydiosis,  and  other  communicable 
diseases  of  poultry,  and  that  the  birds 
were  being  exported  In  compliance 
with  the  laws  and  regulations  of  the  re- 
gion of  export,  or  if  exported  from  Mex- 
ico, shall  be  accompanied  either  by 
such  a  certificate  or  by  a  certificate 
issued  by  a  veterinarian  accredited  by 
the  National  Government  of  Mexico 
and  endorsed  by  a  full-time  salaried 
vptprinary  officpr  of  the  National  Qov- 
ernment  of  Mexico,  thereby  rep- 
resenting that  the  veterinarian  issuing 
the  certlflcats  was  authorised  to  do  so. 
Certificates  in  a  foreign  language  must 
be  translated  into  English  at  the  ex- 
pense of  the  importer. 

(11)  An  advanced  reservation  fee  as 
required  by  §  93.103(a)(3)  and  a  request 
for  space  which  has  been  confirmed  in 
writing,  at  a  USDA-operated  quar- 
antine facility  shall  be  made  with  the 
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port  veterinarian"'  at  the  port  where 
the  birds  are  to  be  held  for  a  minimum 
SO-day  isolation  in  a  biologically  secure 
tmlt  separate  and  apart  from  all  other 
avian  species,  ezcei»t,  that  birds  arriv- 
ing^ without  an  advanced  reservation 
may  be  handled  if  an  isolation  unit  is 
available,  provided  the  reservation  fee 
as  required  in  §  93.103(a)(3)  is  paid.  Pet 
birds  offered  for  entry  at  a  port  of 
entry  that  has  not  been  designated  in 
193.102(a),  or  pet  birds  arriving  without 
an  advanced  reservation  at  a  port  of 
entry  designated  in  §  93.102(a)  but  at 
which  isolation  units  are  not  available, 
shall  be  reftuwd  entry  at  such  port. 
However,  such  pet  birds  may  be  trans- 
ported at  the  owner's  expense  to  an- 
other port  of  entry  designated  in 
§  93.102(a)  if  available  quarantine  space 
exists,  if  the  reservation  fee  is  paid  and 
the  birds  are  shipped  to  such  other  port 
under  conditions  deemed  sufficient  by 
the  Administrator  to  prevent  the 
spread  of  communicable  diseases  of 
poultry:  Provided.  That  pet  birds  arriv- 
ing with  or  without  an  advance  res- 
ervation at  the  port  of  Hidalgo,  Texas, 
will  be  transported  at  Department  ex- 
pense to  the  quarantine  facility  at  Mis- 
sion, Texas,  if  available  quarantine 
space  exists  at  that  facility,  until  qnar- 
antine  facilities  are  available  at  Hi- 
dalgo. Texas;  and  pet  birds  arriving 
with  or  without  an  approved  reserva- 
tion entered  at  the  port  of  New  York, 
New  York,  will  be  transported  at  De- 
partment expense  to  the  quarantine  fa- 
cility at  Newburgh,  New  York,  if  avail- 
able quarantine  space  exists  at  the  fa^ 
cility.  until  quarantine  facilities  are 
available  at  New  York,  New  York.  Fol- 
lowing the  isolation  period,  if  such 
birds  are  found  to  be  free  from  commu- 
nv  able  diseases  of  poultry,  the  birds 
bhall  be  returned  at  Department  ex- 
pense to  the  respective  ports  of  Hi- 
dalgo, IVexas,  or  New  York.  New  York, 
as  appropriate,  for  Agriculture  release 
for  entry  through  U.S.  Customs. 

(ill)  During  the  Isolation  period,  the 
birds  shall  be  subjected  to  such  tests 


'The  names  and  addresses  of  the  port  vet- 
erinarians, as  well  as  a  fee  schedule  for  quar- 
antine charges,  are  available  from  the  Ani- 
mal and  Plant  Health  Inspection  Service. 
Veterinary  Services,  Operational  Support, 
4700  River  Road  Unit  8S,  Riverdale,  Maryland 
20737-1231. 


and  procedures  as  required  by  the  Ad- 
ministrator to  determine  whether  the 
birds  are  free  from  conununicable  dis- 
eases of  poultry. 

(iv)  Following  the  isolation  period*  If 
the  birds  are  found  to  be  free  of  com- 
municable disease  of  poultry,  the  port 
veterinarian  shall  issue  an  agriculture 
release  for  entry  through  U.S.  Onil- 
toms.  If  the  birds  are  found  during  port 
of  entry  inspection  or  during  quar- 
antine to  be  infected  with  or  exposed  to 
a  communicable  disease  of  pooltry, 
such  birds  shall  be  refused  entry  and 
handled  in  accordance  with  §  93.106(a)  of 
this  part. 

(v)  The  owner  of  the  birds  is  respon- 
sible for  all  costs  which  result  from 
these  procedures  and  shall  reimburse 
APHIS  for  governmental  espensea  in 
accordance  with  f98.210  (b)  and  (o)  of 
this  part. 

(d)  The  provisions  in  this  subpart  re- 
lating to  birds  shall  not  apply  to 
healthy  birds,  except  ratites,  not 
known  to  be  infected  with  or  exposed, 
within  the  90  days  preceding  the  date 
of  export  from  the  region  of  origin,  to 
communicable  diseases  of  poultry.  If  an 
import  permit has  been  obtained 
under  §93.103  of  this  chapter  and  aJl 
conditions  therein  are  observed;  and  if 
such  birds  are  handled  as  follows: 

{l)(i)  They  are  maintained  under  con- 
tinuous confinement  in  transit  through 
the  United  States  aboard  an  aircraft, 
ocean  vessel,  or  other  means  of  convey- 
ance: or 

(ii)  Except  for  birds  in  transit 
through   Anchorage,   Alaska,  nnder 

§93.103(0)  of  this  part,  which  are  not  al- 
lowed to  be  unloaded,  they  are  un- 
loaded, in  the  course  of  such  transit, 
into  a  bird  holding  facility  which  is 
provided  by  the  carrier  or  its  agent  and 
has  been  approved^  in  advance  by  the 
Administrator  in  accordance  with 
paragraph  (dK8)  of  this  section  as  ade- 
quate to  prevent  the  spread  within  the 
United  States  of  any  livestock  or  poul- 
try disease,  and  they  are  maintained 


"•Such  permit  nuw  tie  oJUained  from  the 
Animal  and  Plant  HealUi  Inspectloxi  Service, 
Veterinary  Services.  Operational  Support, 
1700  River  Road  Unit  33.  Riverdale.  Maryland 
20737-1231.  Bequests  for  approval  of  such  fa- 
ollltfes  should  also  be  made  to  the  Deputy 
Admini.strator. 

■See  footnote  4  in  subpart  A. 
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there  un  ier  continaous  ooxifiiiemeiit 
until  loaded  aboard  a  means  of  convey- 
ance for  transportation  from  the 
United  States  and  are  maintained 
under  contlnnons  confinement  aboard 
such  means  of  conveyance  until  it 
leaves  the  United  States:  the  import 
permit  will  specify  any  additional  con- 
ditions necessary  to  assure  that  the 
transit  of  the  poultry  or  birds  throufrh 
the  United  States  can  be  made  vvUhout 
endangering  the  livestock  or  poultry  of 
the  United  States,  and  that  Depart- 
ment inspectors  may  inspect  the  poul- 
try or  birds  on  board  such  means  of 
conveyance  or  in  such  holding  facility 
as  provided  in  section  5  of  the  Act  of 
July  2.  1962  (21  U.S.C.  134d)  to  ascertain 
whether  the  requirements  of  this  para- 
graph are  met,  and  dispose  of  them  in 
accordance  with  section  2  of  the  Act  of 
July  2.  1962  (21  U.S.C.  134a)  if  such  con- 
ditions are  not  met;  and 

(2)  The  carrier  or  its  agent  executes 
and  ftamishes  to  the  collector  of  Cus- 
toms at  the  first  port  of  arrival  a  dec- 
laration stating  that  the  poultry  or 
birds  will  be  retained  aboard  such 
means  of  conveyance  or  In  an  approved 
holding  facility  during  transhipment  as 
required  by  this  paraerraph. 

(3)  Provisions  for  the  approval  of  fa- 
cilities required  in  this  paragraph  are: 

(I)  They  must  be  sufficiently  isolated 
to  prevent  direct  or  indii-ert  contact 
with  all  other  animals  and  birds  while 
in  the  United  States. 

(II)  They  must  be  so  constructed  that 
they  provide  adequate  protection 
against  environmental  conditions  and 
can  be  adequately  cleaned,  washed  and 
disinfected. 

(iii)  They  must  provide  for  disposal  of 
animal  and  bird  carcasses,  manure, 
bedding,  waste  and  any  related  ship- 
ping materials  in  a  manner  that  will 
prevent  dissemination  of  disease. 

(iv)  They  must  have  provisions  for 
adequate  sonroes  of  feed  and  water  and 
for  attendants  for  the  care  and  feeding 
of  birds  in  the  facility. 

(v)  They  must  comply  with  addi- 
tional requirements  as  may  be  Imposed 
by  the  Administrator  if  deemed  appli- 
cable for  a  particular  shipment. 

(vi)  They  must  also  comply  with  all 
applicable  local.  State  and  Federal  re- 
quirements for  environmental  quality 
and  with  the  provisions  of  the  Animal 


Welfare  Regulations  in  chapter  I  of  this 

title,  as  applicable. 

Ce)  Commercial  birds,  zoological 
birds,  research  birds,  or  pet  birds  may 
be  imported  into  the  United  States  if 
thev  meet  the  requirements  of 
§§ 93.102(a).  93.103,  93.104,  93.105(a).  and 
93.106(a)  which  specifically  apply  to 
such  birds  and  the  requirements  of  all 
other  sections  in  this  part  that  are  ap- 
plicable to  poultry  generally. 

(f)  Performing  or  theatrical  birds 
may  be  imported  at  any  of  the  ports  of 
entry  listed  in  §93.102  or  93.203  if  ac- 
companied by  an  import  permit  as  re- 
quired by  §93;108  and  such  birds  are 
found  upon  poift  of  entry  veterinary  in- 
spection to  be  free  of  communicable 
diseases  of  poultry. 

(g)  Any  smugrgled  bird  shall: 

(1)  Be  refused  entry  into  the  United 
States  and  be  removed  £rom  the  United 
States,**  or 

(2)  Be  quarantined  in  a  USDA-oper- 
ated  quarantine  facility  pending  nega- 
tive results  to  two  consecutive  tests 
for  exotic  Newcastle  disease  (END)*^  ad- 
ministered not  less  than  90  days  apart, 
with  the  first  test  administered  within 
seven  days  after  the  bird  enters  the  fa- 
cility. 

(3)  Tissue  sanbples  firom  any  smuggled 
bird  which  has  died  prior  to  release 

from  quarantine  shall  be  submitted  for 
END  isolation.  Smuggled  birds  shall 
also  be  subject  to  such  other  tests  and 
procedures  to  determine  whether  the 
birds  are  free  from  communicable  dis- 
eases of  poultry  other  than  END  when 
the  port  veterinarian  determine  that 
the  bird  in  question  has  shown  physical 
symptoms  of  belntr  affected  with  or  ex- 
posed to  communicable  diseases  of 
poultry.  A  lot  of  smuggled  birds  placed 
into  the  quarantine  facility  shall  be 
handled  on  an  "all-in.  all-out"  basis: 
Provided,  That  birds  of  endangered  and 
threatened  species,  as  determined  by 
the  Department  of  the  Interior  (16 
U.S.C.  1533,  as  amended)  shall  be  sepa- 
rated for  quarantine  and  testing  as  sep- 
arate lots.  It  END  or  any  other  commu- 
nicable disease  of  poultry  is  diagnosed 
in  any  smuggled  bird  at  any  point  or  if 

•Birds  that  wouiid  require  handfeedlng  will 

be  refused  entry. 

Such  tests  are  conducted  according  to  the 
Protocol  for  END  which  is  available  upon  re- 
quest from  the  Administrator. 
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it  is  determined  that  any  smuggled 
bird  has  been  exposed  to  END  or  any 
other  such  communicable  disease,  such 
birds  sliall  not  be  released  from  quar- 
antine and  shall  bo  disposed  of  in  ac- 
cordance with  procedures  established 
by  the  Administrator  to  prevent  the 
entry  of  communicable  diseases  of  live- 
stock or  poultry  into  the  United 
States.  However,  if  endani^ered  or 
thi'eatened  species  ai^e  determined  to 
be  exposed  such  birds  shall  be  held  in 
permanent  quarantine  in  accordance 
with  such  conditions  as  the  Deputy  Ad- 
ministrator may  prescribe  to  protect 
poultry  of  the  United  States.  At  the 
time  any  smuggled  bird  enters  the 
quarantine  facility,  it  shall  be  identi- 
fied in  a  manner  approved  by  the  Ad- 
ministrator. 

(4)  If  the  laboratory  tests  for  END 
are  negative  and  as  determined  by  the 
port  veterinarian  the  birds  are  free  of 
clinical  evidence  of  diseases  of  poultry 
at  the  end  of  the  quarantine  period,  the 
port  veterinarian  shall  issue  an  agri- 
cultural release  for  entry  of  the  birds 
through  the  United  Statt^s  Customs 
Service  at  the  termination  ol  the  quar- 
antine period.  Providing  that  the  sale 
of  the  smuggled  birds  is  not  contrary 
to  any  Federal  law  or  reg-ulation.  ex- 
penses incurred  by  the  Department  for 
the  handling  of  the  smuggled  birds 
under  this  paragraph  shall  be  reim- 
bursed from  funds  derived  from  the  sale 
or  disposition  of  the  smuererled  birds 
after  their  release  from  quarantine. 
Any  smuggled  bird  which  by  law  may 
not  be  sold,  or  so  disposed,  shall  be 
quarantined  in  accordance  with  such 
procedures  as  the  Deputy  Adminis- 
trator may  establish  to  prevent  the  in- 
troduction of  communicable  diseases  of 
livestock  or  poultry  into  the  United 
States,  in  accordance  with  the  law. 

(Approved  by  the  Office  of  Manatrement  and 
Budget  under  control  number  057!*  (kjl'O) 

[55  FR  31495.  Aug.  2,  1990,  as  amended  at  56 
FR  31865.  31866.  July  12,  1991:  57  FR  28080. 

June  24.  1992;  50  FR  10732.  Mar.  8.  1994  :  59  FR 
36026.  July  15. 1994;  59  FR  47068.  Sept.  14.  1994: 
59  FR  63881,  Dec.  12.  1994;  59  FR  97133,  Dec.  29. 
1994;  59  FR  67614,  Dec.  :W.  1994;  61  FR 
Nov.  5.  1996:  61  FR  68125.  Dec.  27.  1996.  Redes- 
ignated and  amended  at  62  FR  56012-56014. 
Oct.  28, 1997: 67  FR  52384.  Aag.  12.  2008] 


§93.102   Ports  designated  for  the  im- 
portation of  bircu. 

(a)  Special  ports  for  pet  birds.  The  fol- 
lowing ports  are  designated  as  ports  of 
entry  for  pet  bii  ds  imported  under  the 

provisions  of  §93.101fc'»  and  performing: 
or  theatrical  birds  imported  under  the 
provisions  of  f  93.101(f):  Los  Angeles  and 
San  Ysidro,  CA;  Miami.  FL;  Now  York, 
NY:  Baudette.  MN;  and  Hidal^a).  TX. 

Cb)  Designation  of  other  ports.  The  Sec- 
retary of  the  Treasury  has  approved 
the  designation  as  quarantine  stations 
of  the  ports  specified  in  this  section.  In 
special  case.s  other  ports  may  be  des- 
iguaLed  aa  quarantine  staLions  under 
this  section  by  the  Administrator,  with 
the  concurrence  of  the  Secretary  of  the 
Treasury. 

(c)  Notwithstanding  any  other  provi- 
sions of  this  section,  all  commercial 
birds,  zoological  birds,  or  research 
birds  shall  be  imported  only  at  a  port 
of  entry  specified  in  §93.105. 

(d)  Limited  ports.  The  following  ports 
are  designated  as  ports  of  entry  for  pet 
birds  imported  under  the  provisions  of 
§93.101(0(1)  or  (2)  and  performing-  or 
theatrical  birds  imported  under  the 
provisions  of  §9S.101(f):  Anchorage  and 
Fairbanks.  AK:  San  Diego,  CA;  Jack- 
sonville. Port  Canaveral.  St.  Peters- 
burg-Clearwater, and  Tampa,  FL;  At- 
lanta. GA;  Honolulu,  HI;  Chicago.  IL; 
New  Orleans.  LA:  Baltimore,  MD;  Port- 
land, ME;  Minneapolis.  MN;  Great 
Falls,  MT;  Covington,  KY  (Greater  Cin- 
cinnati International  Airport);  Port- 
land. OR:  San  Juan.  PR:  Galveston  and 
Houston,  TX;  and  Seattle,  Spokane, 
and  Tacoma,  WA. 

L55  FH  31495.  Aug.  2.  1990.  as  amended  at  59 
FR  38028,  July  IS,  1994:  60  FR  16045.  Mar.  28. 
1995:  60  FR  25120.  May  11.  1995:  61  FR  68125. 
Dec.  27, 1996.  Redesignated  and  amended  at  62 
FR  68012,  66014.  Oct.  28.  1807;  66  FR  88178, 
June  20. 2000: 67  FR  6370.  Feb.  12. 2002] 

§98.108  Import  p^mite  for  birdii;  and 

reservation  fees  for  space  at  quar- 
antine facilities  maintained  by 
APHUL 

(a)  Application  for  permit:  reservation 

required.  Before  any  permit  application 
i.s  submitted,  all  con.struction  at  the 
quarantine  facility  must  be  completed. 

(1)  For  pet  Isirds.  commercial  birds, 
researcli  birds,  soolc^lcal  birds,  and 
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performing  or  theatrical  birds,  in- 
tended for  importation  into  the  United 
States,  except  as  otherwise  provided  in 
§§  93.101(b)  and  (c),  93.103(c),  and 
98.107Cb),  the  importer  aball  first  aiyply 
for  and  obtain  an  import  permit.  The 
importer  (permit  applicant)  shall  sub- 
mit a  completed  VS  form  17-128  for 
ratltes  or  liatoliinsr  eggs  of  ratltes;  or, 
for  other  birds,  a  completed  VS  form 
17-20:  or  shall  submit  a  document  that 
states  that  it  is  an  application  for  a 
permit  to  import  ratltes,  hatching'  eggs 
of  ratites,  or  birds  other  than  ratltes  or 
hatching  eggs  of  ratites.  The  applica- 
tion ^  must  include  the  following  infor- 
mation: 

(i)  The  name,  address,  and  telephone 
number  of  the  importer: 

(ii)  The  status  of  the  importer,  such 
as  indlTidual,  partnership,  or  corpora- 
tion (if  incorporated,  include  State 
where  incorporated  and  date  of  incor- 
poration); 

(Hi)  Name  and  address  of  the  quar- 
antine facility; 

(iv)  Date  of  intended  quarantine; 

(v)  The  purpose  of  the  importation; 

(vi)  The  region  of  origin; 

(vli)  The  name  and  address  of  the  ex- 
poorter; 

(vlli)  The  port  of  embarkation  in  the 
foreign  region; 

(ix)  The  mode  of  transportation, 
route  of  travel,  and  port  Of  entry  in  the 
United  States: 

(x;  The  name  and  location  of  the 
quarantine  facility  in  the  United 
States  to  which  delivery  will  be  made 
from  the  port  of  entry,  in  accordance 
with  §  93.106(c)(5); 

(zl)  A  drawing  of  the  floor  plan  for 
the  facility  showing  the  location  of  the 
bird  holding  area;  equipment  storage 
areas;  office  areas;  clothes  storage  and 
change  areas;  feed  storage  areas;  ne- 
cropsy areas  (showing  entry  and  refrig- 
eration); washing  areas  for  equipment; 


■VS  Import  permit  application  forms  are 

available  from  local  offices  of  Veterinary 
Services,  which  are  listed  in  telephone  direc- 
tories, or  from  the  Animal  and  Plant  Health 
Inspection  Service.  Veterinary  Services.  Na- 
tional Center  for  Import-Export,  4700  River 
Road  Unit  38.  Riverdale,  Maryland  20737-1231. 
For  other  permit  requirements  for  birds,  the 
regulations  issued  by  the  U.S.  Department  of 
the  hitoior  (title  50,  Code  of  Federal  Regiila> 
tioiis,  parts  14  and  17)  should  be  consolted. 


shower  areas;  ventilation  arrange- 
ments: and  entries  and  exits;  and,  for  a 
facility  for  hatching  eggs  of  ratites  in 
which  the  hatching  eggs  of  one  lot  may 
he  quarantined  at  the  same  time  as  the 
hatched  chicks  from  a  previously  quar- 
antined lot,  the  incubation/hatcher  and 
bird  (chick)  holding  areas;  and 

(xii)  Date  and  certification,  by  signa- 
ture of  the  importer  (permit  appli- 
cant), after  the  following  language: 

I  certify  that  the  information  provided 
herein  is  true  and  correct  to  the  host  of 

my  knowledge  and  belief,  and  agree  to 
comply  with  the  applicable  regulations 
in  title  9,  Code  of  Federal  Regulations, 
§§93.100  through  93.107; 

(ziii)  In  addition,  the  application  for 
a  permit  to  import  ratites  or  hatching 
eggs  of  ratites,  except  for  ratites  and 
hatching  eggs  of  ratites  imported  from 
Canada  in  accordance  with  §93.107, 
shall  specify  the  number  of  ratites  or 
hatching  eggs  intended  for  importa- 
tion, the  size  of  the  ilock  of  origin,  and 
the  location  of  the  premises  where  the 
flock  of  origin  is  kept:  and  shall  state 
that,  from  the  date  of  application 
through  the  date  of  export,  APHIS  rep- 
resentatives shall  he  granted  access  to 
the  premises  where  the  flock  of  origin 
is  kept.  (For  ratites  intended  for  im- 
portation as  zoological  birds,  the  flock 
of  origin  shall  he  the  ratites  intended 
for  importation.) 

(2)(i)  An  import  permit  will  be  issued 
only  after  an  APHIS  representative  has 
inspected  the  quarantine  facility  iden- 
tifled  on  the  permit  application,  and 
has  determined  that  it  meets  the 
standards  set  forth  in  §  93.106(c)  of  this 
part. 

(11)  An  application  for  a  permit  to 
import  pet  birds,  commercial  birds,  re- 
search birds,  zoological  birds,  and  per- 
forming or  theatrical  birds,  may  be  de- 
nied or  withdrawn  because  of:  Commu- 
nicable disease  conditions  in  the  area 
or  region  of  origin,  or  in  a  region  where 
the  shipment  has  been  or  will  be  held 
or  through  which  the  shipment  has 
been  or  will  be  transported:  defi- 
ciencies in  the  regulatory  programs  for 
the  control  or>  eradication  of  animal 
diseases  and  the  unavailability  of  vet- 
erinary services  in  the  above  men- 
tioned countries;  the  importer's  failure 
to  provide  satlafiEustory  evidence  con- 
cerning the  origin,  history,  and  healtii 
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status  of  the  animals:  the  lack  of  satis- 
factory information  uecesaary  to  deter- 
mine that  the  Importation  will  not  be 
likely  to  transmit  any  communicable 
disease  to  livestock  or  poultry  of  the 
United  States;  the  lack  of  APHIS  per- 
sonnel; any  ontstandin?  debts  to 
APHIS  the  permit  applicant  has  not 
paid  when  due:  or  any  other  cir- 
cumstances whicii  the  Administrator 
believes  require  sadb.  denial  or  with- 
drawal to  prevent  the  dissemination  of 
any  communicable  disease  of  livestock 
or  poultry  into  the  United  States,  such 
asift 

(A)  Any  requirement  of  this  sutquart 
is  not  complied  with; 

(B)  The  importer  (permit  applicant) 
or  any  person  responsibly  connected 
with  the  importer's  business,  any  per- 
son responsibly  connected  with  the  pri- 
vately owned  bird  quarantine  facility 
through  which  the  Importation  is  in- 
tended, or,  in  the  case  of  the  importa- 
tion of  ratites  or  ratite  hatching  eg-g-s. 
the  operator  of  the  flock  of  ori^rin  or  a 
person  responsibly  connected  with  the 
owner  of  the  flock  of  origin,  has  been 
convicted  of  any  crime  under  any  law 
reg^ardingr    the    import    or   export  of 

goods,  regarding  the  quarantine  of  any 
animal  or  bird,  or  the  illegal  move- 
ment of  goods  within  a  region,  or  in- 
volving fraud,  bribery,  extortion,  or  of 
any  other  crime  involving  lack  of  the 
integrity  needed  for  the  conduct  of  op- 
erations affecting  the  importation  of 
birds; 

(C)  The  Importer  (permit  applicant) 

or  any  person  responsibly  connected 
with  the  importer's  businesis.  any  per- 
son responsibly  connected  with  the  pri- 
vately owned  bird  quarantine  facility 

intended  for  use  for  the  importation, 
or.  in  the  case  of  the  importation  of 
ratites  or  ratite  hatching  eggs,  the  op- 
erator of  the  flock  of  origin  or  a  person 
responsibly  connected  with  the  owner 
of  the  flock  of  orig-in.  threatens  to  forc- 
ibly assault  or  forcibly  assaults,  in- 
timidates, or  interferes  with  any 
APHIS  representative  or  employee  in 
or  on  account  of  the  performance  of  his 
or  her  official  duties,  unless,  promptly 
upon  the  incident  being  brought  to  the 
importer's  attention  by  the  authorized 
supervisor  of  the  APHIS  representativ^e 
or  employee,  and  to  the  satisfaction  of 
that  supervisor,  the  importer  justifies 
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the  incident,  takes  effective  steps  to 
prevent  a  recurrence,  or  provides  ac- 
ceptable assurance  that  there  will  not 
be  any  recurrences:  or 

(D)  For  any  violation  of  the  regula- 
tions in  this  subpart. 

(iii)  In  addition,  a  permit  to  import 
ratites  or  hatching  eggs  of  ratites.  ex- 
cept for  ratites  or  hatching-  eggs  of 
ratites  imported  from  Canada  in  ac- 
cordance with  193.107,  will  be  denied  or 
withdrawn  unless  APHIS  representa- 
tives are  granted  access  to  the  prem- 
ises where  the  flock  of  origin  Is  kept 
(or,  la  the  case  of  ecological  birds,  to 
the  premises  where  the  birds  are  kept), 
from  the  date  of  the  application  for  the 
permit  through  the  date  of  export. 

(iv)  Bzcept  for  ratites  intended  for 
importation  as  zoological  birds  and 
ratites  and  hatching  eggs  of  ratites  im- 
ported from  Canada  in  accordance  with 
§98.107,  a  permit  to  import  ratites  or 
hatching  eggs  of  ratites  will  be  denied 
or  withdrawn  unless  an  APHIvS  rep- 
resentative lias  visited  the  premises 
where  the  flock  of  origin  is  kept  within 
the  12-month  period  before  the  in- 
tended importation  and  has  determined 
that  the  flock  is  pen-raised  and  con- 
tains sufficient  breeding  pairs  to 
produce  the  number  of  ratites  or  hat<dl- 
ing  eggs  intended  for  importation. 

(V)  A  permit  to  import  ratites  or 
hatching  eggs  of  ratites  will  be  denied 
or  withdrawn  if  an  inspection  of  the 
premises  of  the  flock  or  origin,  carried 
out  by  the  national  government  of  the 
region  of  export  under  §98.101(bK8),  in- 
dicates that  the  ratites  and  hatching 
eggs  are  not  identified  and  marked  as 
required  under  §93.101(b)c3). 

(vi)  For  the  purposes  of  this  section, 
a  person  shall  be  deemed  to  be  respon- 
sibly connected  with  an  importer's 
business,  a  privately  owned  bird  quar- 
antine facility,  or  an  owner  of  a  flock 
of  origin,  if  such  person  has  an  owner- 
ship, mortijage.  or  lease  interest  in  the 
physical  piant  of  the  importer  s  busi- 
ness, the  privately  owned  bird  quar- 
antine facility,  or  the  farm  of  the  flock 
of  origin,  or  if  such  person  is  a  partner, 
officer,  director,  holder  or  owner  of  10 
per  centum  or  more  of  the  voting  stock 
of  the  importer's  business,  the  pri- 
vately owned  bird  quarantine  facility, 
or  the  farm  of  the  flock  of  origin,  or  is 
an  emiAoyee  of  the  importer's  bnidnesB, 
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the  privately  owned  bird  quarantine  fa- 
cility, or  the  owner  of  the  flock  of  ori- 
gin. 

(vii)  A  permit  may  be  denied  or  with- 
drawn at  any  time  by  the  Adminis- 
trator, for  any  of  the  reasons  provided 
in  paragraphs  (a)(2)(ii).  (lii).  (iv).  or  (v) 
of  this  section.  Before  such  action  is 
taken,  the  Importer  will  be  informed  of 
the  reasons  for  the  proposed  action 
and,  upon  request  in  case  of  a  dispute 
of  material  facts,  shall  be  afforded  an 
opportunity  for  a  hearing  with  respect 
to  the  merits  or  validity  of  such  ac- 
tion, in  accordance  with  rules  of  prac- 
tice which  shall  be  adopted  for  the  pro- 
ceeding. However,  withdrawal  of  a  per- 
mit shall  become  effective  pending 
final  determination  in  the  proceeding, 
when  the  Administrator  determines 
that  such  action  is  necessary  to  pro- 
tect the  public  health,  interest,  or  safe- 
ty. Such  withdrawal  shall  be  effective 
upon  oral  or  written  notification, 
whichever  is  earlier,  to  the  Importer. 
In.  the  event  of  oral  notification,  writ- 
ten confirmation  shall  be  given  to  the 
importer  as  promptly  as  circumstances 
permit.  This  withdrawal  shall  continue 
in  effect  pending  the  completion  of  the 
proceeding  and  any  judicial  review 
thereof,  unless  otherwise  ordered  by 
the  Administrator. 

(vili)  If  APHIS  receives  more  than 
one  application  for  a  permit  to  import 
birds  through  a  specified  port  of  entry 
at  approximately  the  same  time,  such 
that  APHIS  personnel  could  provide 
services  to  only  one  importer  f permit 
applicant)  who  requests  them,  APHIS 
will  issue  the  permit  to  the  first  im- 
porter who  meets  the  requirements  of 
this  subpart  to  deposit,  with  the  Ad- 
ministrator, the  completed  cooperative 
and  trust  fund  agreement,  accompanied 
by  the  required  deposit. 

(3)(i)  The  importer  or  importer's 
agent  shall  pay  or  ensure  payment  of  a 
reservation  fee  for  each  lot  of  birds  to 
be  quarantined  in  a  ftolllty  maintalBed 
by  USDA.  For  birds  the  reservation  fee 
shall  be  100  percent  of  the  cost  of  pro- 
viding care,  feed,  and  handling  during 
quarantine,  as  estimated  by  the  quar^ 
antine  facility's  veterinarian  in  charge. 

(ii)  At  the  time  the  importer  or  the 
importer  s  agent  requests  a  I'eservation 
of  quajrantine  space,  the  Importer  or 
Importer's  agent  shall  pay  the  reserva- 


tion fee  by  check  or  U.S.  money  order 

or  ensure  payment  of  the  reservation 
fee  by  an  irrevocable  letter  of  credit 
from  a  commercial  bank  (the  effective 
date  on  such  letter  of  credit  shall  run 
to  30  days  after  the  date  the  birds  are 
scheduled  to  be  released  from  quar- 
antine); except  that  anyone  who  issues 
a  check  to  the  Department  for  a  res- 
ervation fee  which  is  returned  because 
of  insufficient  funds  shall  be  denied 
any  further  request  for  reservation  of  a 
quarantine  spiace  until  the  outstanding 
amount  is  paid. 

(Hi)  Any  reservation  fee  paid  by 
check  or  U.S.  money  order  shall  be  ap- 
plied against  the  expenses  incurred  for 
services  received  by  the  importer  or 
importer's  agent  in  connection  with 
the  quarantine  for  which  the  reserva- 
tion was  made.  Any  part  of  the  reserva^ 
tion  fee  which  remains  unused  after 
being  applied  against  the  expenses  in- 
curred for  services  received  by  the  im- 
porter or  the  importer's  agent  in  con- 
nection with  the  quarantine  for  which 
the  reservation  was  made,  shall  be  re- 
turned to  the  individual  who  paid  the 
reservation  fee.  If  the  reservation  fee  is 
ensured  by  a  letter  of  credit,  the  De- 
partment will  draw  against  the  letter 
of  credit  unless  payment  for  services 
received  by  the  importer  or  importer's 
agent  in  connection  with  the  quar- 
antine is  otherwise  made  at  least  3 
days  prior  to  the  expiration  date  of  the 
letter  of  credit. 

(iv)  Any  reservation  fee  .shall  be  for- 
feited if  the  importer  or  the  importer's 
agent  fails  to  present  for  entry,  within 
24  hours  following  the  designated  time 
of  arrival,  the  lot  of  birds  for  which  the 
reservation  was  made:  Except  that  a 
reservation  fee  shall  not  be  forfeited  if: 

(A)  Written  notice  of  cancellation 
from  the  importer  or  the  importer's 
agent  is  received  by  the  office  of  the 
veterinarian  in  charge  of  the  quar- 
antine facility  5*  during  regtilar  business 
hours  (8:00  a.m.  to  4:30  p.m.  Monday 
through  Friday,  excluding  holidays)  no 
later  than  16  days  for  birds  prior  to  the 


"The  addresses  of  USD.A.  quarantine  facili- 
ties may  be  found  in  telephone  directories 
listing  the  fikcilities  or  by  contacting-  the 
Animal  and  Plant  Health  Inspection  Service. 
Veterinary  Services,  National  Center  for  Im- 
port-Export, iTDO  RlvOT  Road  Unit  88,  Blver- 
dale,  Maryland  20737-1231. 
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beginning  of  the  time  of  importation  as 
specified  in  the  import  permit  or  as  ar- 
raiiRed  with  the  veterinarian  in  charge 
of  the  quarantine  facility  if  no  import 
permit  is  required  (the  15  day  period 
shall  not  include  Satui^days.  Sundays, 
or  holidays),  or 

(B)  The  Administrator  determines 
that  services,  other  than  provided  by 
carriers,  necessary  for  the  importation 
Of  the  poultry  or  blrda  within  the  re- 
quested period  are  unavailable  because 
of  unforeseen  circumstances  as  deter- 
mined by  the  Administrator,  (such  as 
the  closing  of  an  airport  due  to  inclem- 
ent weather  or  the  unavailability  of 
the  reserved  space  due  to  the  extension 
of  another  quarantine.) 

(▼)  If  the  reservation  fee  was  ensnred 
by  a  letter  of  credit  and  the  fee  is  to  be 
forfeited  under  paragraph  (a)(3)flv)  of 
this  section,  the  Department  will  draw 
against  the  letter  of  credit  unless  the 
reservation  fee  is  otherwise  paid  at 
least  3  days  prior  to  the  ejq^ration 
date  of  the  letter  of  credit. 

(vi)  When  a  reservation  is  cancelled 
in  accordance  with  paragraph 
(a)(3)(iv)(  A)  of  this  section  and  the  pro- 
visions of  paragrraph  (a>(3)(iv)(B)  of  this 
section  do  not  apply,  a  $40.00  cancella- 
tion fee  shall  be  charged.  If  a  reserva- 
tion fee  was  paid,  the  cancellation  fee 
shall  be  deducted  from  any  reservation 
fee  returned  to  tte  importer  or  the  im- 
porter's agent.  If  the  reservation  fee 
was  ensured  by  a  letter  of  credit,  the 
Department  will  draw  the  amount  of 
the  cancellation  fee  against  the  letter 
of  credit  unless  the  cancellation  fee  is 
otherwise  paid  at  least  3  days  prior  to 
the  expiration  date  of  the  letter  of 
credit. 

(4)  Permit  applications  for  ratites.  (i)  If 
quarantine  space  for  ratites  is  desired 
at  either  the  New  York  Animal  Import 
Center  or  the  Iifiami  Animal  Import 
Center,  permit  applications  must  be 
submitted  to  the  New  York  Animal  Im- 
port Center,  USDA.  APHIS,  Veterinary 
Services,  200  Dmry  Lane,  Rock  Tavern, 
NY.  12575.  or  to  the  port  veterinarian  in 
charge  of  the  New  York  Animal  Import 
Center. 

(il)  Quarantine  space  for  ratites  will 

be  offered  in  the  order  that  permit  ap- 
plications are  or  have  been  received, 
beginning  with  those  permit  applica- 
tions received  on  August  12,  1901.  Res- 
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ervations  for  quarantine  space  at  the 
Miami  Animal  Import  Center  will  be 
limited  to  a  maximum  of  100  ratltea  per 
permit  application.  Tliere  will  be  a 
grle  waiting  list  for  quarantine  space  at 
the  Miami  Animal  Import  Center  and 
the  New  York  Animal  Import  Center. 
Importers  who  prefer  one  of  these  two 
facilities  over  the  other  may  remain  on 
the  waiting  list  until  space  opens  up  at 
the  facility  of  their  choice. 

(b)  Permit.  Except  as  provided  in 
paragraph  (c)  of  this  section,  when  a 
permit  is  issued,  the  original  and  two 
copies  will  be  sent  to  the  Importer.  It 
shall  be  the  responsibility  of  the  im- 
porter to  forward  the  original  permit 
and  one  copy  to  the  shipper  in  the  re- 
gion of  origin,  and  it  shall  also  be  the 
responsibility  of  the  importer  to  insure 
that  the  shipper  presents  the  copy  of 
the  permit  to  the  carrier  and  makes 
proper  arrangements  for  the  original 
permit  to  accompany  the  shipment  to 
the  specified  U.S.  port  of  entry  for 
preseutaiion  to  the  collector  of  cus- 
toms. The  time  prescribed  in  permits 
from  the  importation  of  pet  birds,  com- 
mercial birds,  zoological  birds,  or  re- 
search birds,  shall  not  exceed  30  days, 
and  for  performing  or  theatrical  birds 
shall  not  exceed  90  days.  Birds  for 
which  a  permit  is  required  by  these 
regulations  will  not  be  eligible  for 
entry  if  a  permit  has  not  been  issued;  if 
unaccompanied  by  such  a  permit;  If 
shipment  Is  from  any  port  other  than 
the  one  designated  in  the  permit;  If  ar- 
rival in  the  United  States  is  at  any 
port  other  than  the  one  designated  in 
the  permit;  if  the  birds  ofltiBred  flor 
entry  differ  ftom  those  described  la  the 
permit. 

(c)  Notwithstanding  any  other  provi- 
sions in  this  part,  importers  are  not  re- 
quired to  obtain  an  import  permit  and 
provide  the  shipper  with  an  original 
import  permit  for  each  individual  shii>- 
ment  of  birds  other  than  ratites 
transiting  the  port  of  Anchorage,  Alas- 
ka, if  the  following  conditions  are  met: 

(1)  The  importer  applies  for  and  ob- 
tains an  import  permit  for  multiple 
shipments  of  birds  transiting  the  port 
of  Anchorage,  Alaska,  in  accordance 
with  the  provisions  of  this  sectioii  and 
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related  requiremrata  conoerning  appli- 
cation for  the  permit.  However,  the  fol- 
lowing information  is  not  required  on 
the  application: 

(1)  The  species,  breed,  and  number  of 
birds  to  be  imported; 

(11)  The  region  of  origin; 

(iii)  The  name  and  address  of  the  ex- 
porter; 

(iv)  The  port  of  embarkation  in  the 
foreign  region; 

(V)  The  mode  of  transportation  and 

the  route  of  travel: 

(vi)  The  proposed  date  of  arrival  of 
the  birds;  and 

(vil)  The  name  and  address  of  the  per- 
son to  whom  the  birds  or  poultry  will 
be  deliverpd 

(2)  The  importer  completes  a  copy  of 
the  import  permit  obtained  under  para- 
graph (cKD  of  this  section  for  each  sep- 
arate shipment  of  birds  Intended  to 
transit  the  port  of  Anchorage.  Alaska 
by  inserting  the  following  information 
on  a  copy  of  the  permit: 

(i)  The  species,  breed,  and  number  of 
birds  to  be  imported; 

(ii)  The  region  of  origin; 

(iii)  The  name  and  address  of  the  ex- 
porter; 

(iT)  The  port  of  embarkation  in  the 
foreign  region; 

(V)  The  mode  of  transportation  and 
the  route  of  travel; 

(vi)  The  proposed  date  of  arrival  of 
the  birds;  and 

(▼ii)  The  name  and  address  of  the  per- 
son to  whom  the  birds  will  be  deliv- 
ered. 

(3)  The  importer,  not  less  than  2 
weeks  prior  to  the  anticipated  date  of 
azxlTal  of  each  separate  intransit  ship- 
ment of  birds  at  the  port  of  Anchorage, 
Alaska,  provides  the  poi  t  vt'terinarian 
with  a  copy  of  the  completed  import 
permit; 

(4)  A  copy  of  the  completed  import 

permit  accompanies  each  separate 
in  transit  shipment  of  birds  or  poultry 
to  the  port  of  Anchora^re,  Alaska; 

(6)  Import  permits  issued  for  mul- 
tiple shipments  of  birds  transiting  the 
port  of  Anchorage,  Alaska,  will  be 


valid  only  during  the  calendar  year  in 
which  they  are  issued. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-(X)40) 

[55  FR  31495,  Aug.  2.  1990.  as  amended  at  56 
FR  31866.  July  12,  1991;  57  FR  21725,  May  22, 
1902:  59  FR  10733.  Mar.  8.  1994;  S9  FR  47068, 
Sept.  14.  1994;  59  FR  47235.  Sept.  15.  1991:  59 
FR  67614,  Dec.  30,  1994;  61  FR  68125.  Dec.  27, 
1906.  Redesignated  and  amended  at  66012. 
S6014,  Oct.  28,  1907;  65  FR  38178.  June  20.  2000] 

ftML164  CertMcate  for  pet  birds,  com- 
mercial birds,  aoological  Mrds*  and 

research  birds. 

(at  General.  All  pet  birds,  except  as 
provided  for  in  §93.101  (b>  and  (c)  of  this 
part;  all  reseiarch  birds;  and  ail  com- 
mercial birds  and  zoological  birds,  in- 
cluding ratites  and  hatching  eggs  of 
ratites,  offered  for  importation  from 
any  part  of  the  world,  shall  be  accom- 
panied by  a  certificate  issued  by  a  fall- 
time  .salaried  veterinary  officer  of  the 
national  government  of  the  exportiner 
region,  or  issued  by  a  veterinarian  au- 
thorized or  accredited  by  the  national 
government  of  the  exporting  region 
and  endorsed  by  a  full-time  salaried 
veterinary  officer  of  the  national  gov- 
ernment of  that  region. 

(b)  Birds  other  than  ratites.  The  cer- 
tificate for  birds  other  than  ratites 
must  state: 

(1)  That  all  birds  covered  by  the  cer- 
tificate have  been  inspected  by  the  vet- 
erinarlan  issuing  the  certificate; 

(2)  That  no  evidence  of  Newca.stle  dis- 
ease, chlamydiosis,  or  other  commu- 
nicable disease  of  poultry  was  found 
among  the  birds; 

(3)  That  insofar  as  has  been  possible 
to  determine,  the  birds  were  not  ex- 
posed to  Newcastle  disease, 
chlamydiosis,  •  or  other  communicable 
disease  of  poultry  durintr  the  90  days 
immediately  preceding  their  expor- 
tation; 

(4)  That  the  birds  haye  not  been  vac- 
cinated with  Newcastle  disease  vac- 
cine: 

(5j  That  Newcastle  disease  did  not 
occur  ansrwhere  on  the  premises  from 
which  the  birds  were  to  be  exported  or 
on  adjacent  premises  during  the  90 
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days  immediately  preceding  Uie  expor- 
tation of  the  birds; 

(6)  That  neither  the  premises  from 
which  the  birds  were  to  be  exported  nor 
any  adjacent  premises  were  located  in 
any  area  under  quarantine  for  poultry 
diBeases  at  any  time  during  the  90  days 
immediately  preceding  the  exportation 
of  the  birds;  and 

(7)  That  the  birds  were  placed  into 
previously  nniued  containers  at  the 
premise  s  from  which  the  birds  were  to 
be  exported. 

(c)  Ratites  other  than  hatching  eggs. 
The  certificate  for  ratites  other  than 
hatching:  egg-s  must  state: 

(1)  That,  except  as  provided  in  para- 
graph (c)(13>  of  this  section,  all  ratites 
covered  by  the  certificate,  and  their 
flock  of  nricin.  have  been  inspected  by 
the  veterinarian  inning  the  certifi- 
cate; 

(2)  That,  except  when  the  certificate 

is  for  zoological  birds  or  ratites  im- 
ported from  Canada  in  accordance  with 
§93.107,  the  flock  of  origin  is  pen- 
raised  and  the  ratitee  covered  by  the 
certificate  were  produced  and  main- 
tained in  that  flock; 

(3)  That  no  evidence  of  Newcastle  dis- 
ease, cfalamydlosis,  or  other  commn- 
nicable  disease  of  poultry  was  found  in 
the  flock  of  origin; 

(4)  That  insofar  as  has  been  possible 
to  determine,  the  flock  of  origin  was 
not  exposed  to  Newcastle  disease, 
chlamydiosis.  or  other  communicable 
disease  of  pountry  duimg  the  90  days 
inunediately  preceding  the  expor- 
tation; 

(5)  That  none  of  the  ratites  intended 
for  shipment  to  the  United  States  have 
been  vaccinated  with  Newcastle  disease 
vaccine; 

(6)  That  Newcastle  disease  did  not 
occui'  anywhere  on  the  premises  where 
the  flock  of  origin  was  kept  or  on  adja^ 
cent  premises  during  the  90  days  imme- 
diately preceding  the  exportation; 

(7)  That  neither  the  premises  where 
the  Hock  of  origin  was  kept  nor  any  ad- 
jacent premises  was  located  in  any 
area  under  quarantine  for  poultry  dis- 
eases at  any  time  during  the  90  days 
Immediately  preceding  the  expor- 
tation; 

(8)  That,  except  as  provided  in  §93.107 
for  ratites  imported  from  Canada  for 
inomedlate  slaughter,  the  ratites  were 
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treated  at  least  3  days  but  not  more 
than  14  days  before  being  loaded  for 
shipment  to  the  United  States  with  a 

pesticide  of  a  type  and  concentration 
sufficient  to  kill  ectoparasites  on  the 
ratites; 

(9)  That  the  pesticide  was  applied  to 

all  body  surfaces  of  the  ratites  under 
the  supervision  of  the  veterinarian 
issuing  the  certificate; 

(10)  That  the  ratites,  after  being 
treated  for  ectoparasites,  did  not  have 
physical  contact  with,  or  share  a  pen 
or  bedding  materials  with,  any  ratite 
not  in  the  same  shipment  to  the  United 
States;  and 

(11)  That  the  ratites  were  placed  in 
previously  unused  containers  for  ship- 
ment to  the  United  States  at  the  prem- 
ises  where  the  flock  of  origin  was  kept. 

(12)  The  number  of  ratites  contained 
in  the  shipment; 

(13)  That  the  number  of  ratites  and 
hatching  eggs  of  ratites  exported  from 
the  flock  of  origin  has  not  exceeded  the 
ceiling  required  to  be  established  under 
§93.101(bX8)(ix); 

(14)  That  all  the  ratites  and  hatching 
eggs  of  ratites  in  the  flock  from  which 
the  ratites  come  were  identified  in  ac- 
cordance with  993.101(bX8): 

(15)  Except  for  ratites  imported  from 
Canada  in  accordance  with  §93.107.  the 
number  of  ratite  laying  hens  in  the 
flock  from  which  the  ratites  come; 

(16)  For  ratites  required  tO  be  treated 
prior  to  shipment  with  a  pesticide  for 
ectoparasites,  the  certificate  must  also 
State  the  name,  concentration,  and 
date  of  administration  of  the  pestioide 
used  to  treat  the  latites; 

(17)  When  ratites  intended  for  impor- 
tation are  soological  birds,  only  the 
ratites  to  be  imported  must  be  in- 
spected, and  the  provisions  in  para- 
graphs (c)(3).  (c)(4),  (c)(5).  (c)(6).  (c)(7), 
and  (cKU)  that  apply  to  the  flock  of  or- 
igin shall  apply  only  to  the  ratltes  in- 
tended for  importation. 

(d)  Hatching  eggs  of  ratites.  The  cer- 
tificate for  hatching  eggs  of  ratites 
must  state: 

(1)  That  the  flock  of  orii^in  of  the 
hatching  eggs  has  been  inspected  by 
the  veterinarian  Issuing  the  certifi- 
cate; 

(2)  That,  except  when  the  certificate 
is  for  hatching  eggs  of  ratites  imported 
fi?om   Canada   in   accordance  with 
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§93.107.  the  flock  of  oilgln  is  pen- 
raised,  and  the  hatching^  eg-g-s  covered 
by  the  certilicate  were  produced  by 
that  flock; 

(8)  That  no  evidence  of  Newcastle  dis- 
ease, chlamydiosls.  or  other  commn- 
nicable  di.sease  of  poultry  was  found  in 
the  flock  of  origin: 

(4)  That  Insofar  as  has  been  possible 
to  determine,  the  flock  of  origin  was 
not  exposed  to  Newcastle  disease, 
chlamydiosls.  or  other  communicable 
disease  of  poultry  during  the  90  days 
immediately  preceding  the  exportation 
of  the  hatching  eggs; 

(5)  That  Newcastle  disease  did  not 
occur  anywhere  on  the  promise.s  where 
the  flock  of  origin  waa  kept  or  on  adja- 
cent premises  during  the  90  days  imme- 
diately preceding  the  exportation  of 
the  hatching  eggs; 

(6)  That  neither  the  premises  where 
the  flock  of  origin  was  kept  nor  any  ad- 
jacent premises  were  located  in  any 
area  under  quarantine  for  poultry  dis- 
ease.s  at  any  time  during  the  90  days 
immediately  preceding  the  exportation 
of  the  hatchix^  eggs;  and 

CD  That  the  hatching  eggs  were 
placed  into  previously  unused  con- 
tainers for  shipment  to  the  United 
States  at  the  premises  where  the  flock 
of  origin  was  kept. 

(8)  The  number  of  hatching  eggs  con- 
tained in  the  shipment: 

(9)  That  the  number  of  ratites  and 
hatching  eggs  of  ratites  exported  from 
the  flock  of  origin  has  not  exceeded  the 
ceiling  required  to  be  established  under 
§93.101(b)(3)(ix): 

(.10)  That  all  the  ratites  and  hatching 
eggs  of  ratites  in  the  flock  trom  which 
the  hatching  eggs  come  were  identified 
in  accordance  with  §  93.101(b)(3); 

(11)  Elxcept  for  hatching  eggs  of 
ratites  imported  ft'om  Canada  in  ac- 
cordance with  §93.107.  the  number  of 
ratite  laying  hens  In  the  flock  from 
which  the  hatching  eggs  come. 

(Approvfd  by  the  Office  of  Manaeement  and 
Budget  under  control  number  0.579-0040) 

[56  FR  31866,  July  12,  1991;  56  FR  41726.  Aug. 
22,  IMl,  as  amended  at  67  FR  28060.  June  24. 
1992;  59  FR  10733.  March  8,  19M;  59  FR  472.^5. 
Sept.  15.  1994;  61  FR  56891,  Nov.  5.  1996;  61  FR 
68126.  Deo.  27, 1996.  Redeaigiii^ed  and  amead- 
edat62  FR60O12. 66014.  Oct.  28. 1997) 


§93.106  bupeetkm   at   <he   post  of 

entry. 

(a)  All  commercial  birds,  zoological 
birds,  and  research  birds,  including 
hatching  eggs  of  ratites,  but  excluding 
other  ratites,  imported  into  the  United 
States,  must  he  inspected  by  the  port 
veterinarian  at  the  Customs  port  of 
entry,  which  may  be  any  international 
airport,  or  any  land-border  port  within 
20  miles  of  an  international  airport, 
serviced  by  Customs,  as  well  as.  for  Ca- 
nadian-origin hatciiing  eggs  of  ratites, 
ports  listed  in  {93.107  (c).  However, 
hatching  eggS  Of  ratites  may  be 
shipped,  in  bond,  from  the  port  of  first 
arrival  to  the  Customs  port  of  entry  at 
whi<di  they  will  be  quarantined,  for  in- 
spection, at  that  port. 

rb>  All  pet  birds  imported  from  any 
part  of  the  world,  except  pet  birds  from 
Canada  and  pet  birds  meeting  the  pro- 
visions of  §  93.101(c)(2),  shall  be  sub- 
jected to  inspection  at  the  Customs 
port  of  entry  by  a  veterinary  inspector 
of  APHIS  and  such  birds  shall  be  per- 
mitted  entry  only  at  the  ports  listed  in 
§ 93.102(a).  Pet  birds  of  Canadian  ori^rin 
and  those  birds  meeting  the  provisions 
of  !  93.101(c)(2)  shall  be  subject  to  vet- 
erinary inspection  at  any  of  the  ports 
of  entry  listed  in  §93.102  and  93.203. 

(c)  Ratites,  other  than  hatching  eggs 
of  ratites,  imported  from  any  pstrt  of 
the  world  must  be  inspected  at  the  Cus- 
toms port  of  entry  by  a  veterinary  in- 
spector of  APHIS  and,  except  as  pro- 
vided in  §  93.107(b)  for  ratites  imported 
from  Canada,  shall  be  permitted  entry 
only  at  one  of  the  following  ports  of 
entry: 

(1)  Ostriches: 

(1)  Up  to  36  Inches  in  height  (as  meas- 
ured from  the  top  of  the  head  to  the 
base  of  the  feet)  or  30  pounds  in  weight: 
New  York,  NY;  Stewart  Airport,  New- 
bnrgh,  NY;  and  Miami  fl 

(ii)  Exceeding  36  inches  in  height  or 
30  pounds  in  weight:  New  York,  NY, 
and  Stewart  Airport,  Newbnrgh,  NY. 

(2)  Ratites  other  ttian  ostriches:  New 
York.  NY;  Stewart  Airport,  Newburghp 
NY;  and  Miami.  FL. 

[55  FR  31495,  Aug.  2,  1990,  as  amended  at  56 
FR  31867.  July  12,  1991;  57  PR  21726,  May  22, 
1992:  59  FR  36026.  July  15.  1994:  59  FR  47069. 
Sept.  14,  1994;  61  FR  68126,  Dec.  27.  1996.  Re- 
designated and  aniended  at  62  FR  66012. 56014. 
Oct.  28. 1987;  65  FA  88178,  Jane  20, 2000] 
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§  93.106   Quarantine  requirements. 

(a)  Birds  otficr  than  ratites  and  hatch- 
ing egga  of  ratites.  Each  lot  of  pet  birds, 
except  as  provided  for  in  198.101(c)  of 
this  part;  research  birds:  and  commer- 
cial birds  and  zoological  birds,  except 
ratites  and  hatching  eggs  of  ratites, 
imported  into  the  United  States  shall 
be  quarantined  for  a  minimum  of  30 
days,  and  for  such  lonirer  period  as  may 
be  required  by  the  Administrator,  in 
any  specific  case,  on  an  "all-in,  aU- 
out"  basis,  at  a  Customs  port  of  entry, 
at  a  USDA  quarantine  facility  when  ar- 
rangements have  been  made  in  advance 
by  the  Importer  and  approval  is  grant- 
ed in  the  permit  described  in  §93.103,  or 
in  facilities  that  meet  the  require- 
ments of  paragraph  (c)  of  this  section. 
At  a  USDA  quarantine  facility  each 
psittacine  bird  shall  be  individually 
identified  by  the  Departrnt-nt  witliin  7 
days  of  the  entry  of  the  bird  into  the 
bird  quarantine  facility  with  a  serially 
numbered  legrband  which  has  been 
coded  to  the  quarantine  facility  or  by 
other  suitable  means  of  identification. 
The  identification  device  must  be  ap- 
proved by  the  Administrator,  before  it 
ahall  be  used  to  identify  birds  under 
this  section.  Such  means  of  identifica- 
tion shall  be  supplied  by  the  Depart- 
ment at  cost  to  the  importer.  The  De- 
pai  tment  shall  make  an  identification 
record  at  the  time  such  bird  is  so  iden- 
tified containing  the  species  of  the 
bird,  including  the  common  and  sci- 
entific name,  and  the  number  of  the 
identification  device  placed  on  the 
bird.  The  daily  log  and  the  identifica- 
tion record  shall  be  maintained  for  12 
months  following  the  date  of  the  re- 
lease of  the  bird  from  quarantine.  Prior 
to  use  of  a  privately  owned  quarantine 
facility,  a  Cooperative  and  Trust  Fund 
Agieement  as  set  forth  in  paragraph 
(c)(5)  of  this  section  shall  be  executed 
by  the  importer  and  the  Department 
and  appropriate  fuiids  shall  be  depos- 
ited with  the  Administrator  pursuant 
to  the  Ck>operative  and  Trust  Fund 
Agreement.  If  the  birds  are  found  free 
of  evidence  of  communicable  diseases 
of  poultry  during  quarantine,  tlien  the 
port  veterinarian  shall  issue  an  agri- 
culture release  for  entry  through  U.S. 
Customs.  If  the  birds  ai'e  found  durintr 
port  of  entry  inspection  or  dur  ing  quar- 
antine, to  be  infected  with  or  exposed 


to  a  communicable  disease  of  poultry, 
such  birds  shall  be  refused  entry  or 
shall  be  held  for  an  additional  period  in 
quarantine  until  determined  to  l)e  free 
of  evidence  of  any  communicable  dis- 
ease, or  shall  be  otherwise  disposed  of 
as  directed  by  the  Administrator,  in 
accordance  with  the  provisions  of  sec- 
tion 2  of  the  Act  of  July  2.  1962  (  21 
U.S.C.  134a).  See  also  paiagraph 
(c)(3)(ii)(E)  of  this  section. 

(b)  Ratites  and  hatching  eggs  of  ratites. 
(1)  Each  lot  of  ratites  imported  from 
any  part  of  the  world  except  as  pro- 
vided in  §98.107,  shall  be  quarantined 
upon  arrival  for  a  minimum  of  30  days, 
and  for  such  longer  period  as  may  be 
required  by  the  Administrator  to  deter- 
mine the  ratites'  f^edom  from 
ectopazarttes  and  communicable  dis- 
eases. Quarantine  .shall  be  on  an  "all- 
in,  all-out"  basis,  as  described  in  para- 
graph (c)(3)(li)(A)  of  this  section,  at  the 
New  York  Anini  i]  Import  Center  at 
Newlnirt^h.  NY.  when  the  port  of  entry 
is  either  New  York,  NY,  or  Stewart 
Airport,  Newburgh.  NT;  or  at  the 
Miami  Animal  Import  Center,  Miami, 
FL.  when  the  port  of  entry  is  Miami. 
FL.  Reservations  for  space  in  these 
quarantine  facilities  must  be  made  In 
advance  of  arrival  and  In  accordanoe 
with  §93.103  of  this  part. 

(2)  Each  lot  of  hatching  eggs  of 
ratites  imported  trom  any  part  of  the 
world  except  as  inrovided  in  §98.107, 
shall  be  quarantined  upon  arrival,  in- 
cubated for  the  full  incubation  period 
(approximately  42  days),  and  held  in 
quarantine  for  a  minimum  Of  30  days 
following  the  hatch  of  the  last  chick  in 
the  lot,  and  for  such  longer  period  as 
may  be  required  by  the  Administrator 
to  determine  the  ratites'  freedom  from 
communicable  diseases.  Quarantine 
shall  be  conducted  at  a  facility  that 
meets  the  requirements  of  paragraph 
(c)  of  this  section,  and  in  the  manner 
prescribed  by  paragraph  (c)  of  this  sec- 
tion. 

(3)  During  the  quarantine  period,  the 

ratites.  including  chicks  hatched  in 
quarantine,  shall  be  tested  tor  viral 
diseases  of  poultry,  including  New- 
castle disease.  If  any  of  the  ratites  ex- 
hibit evidence  of  other  communicable 
disea.se.s.  they  will  be  subjected  to  such 
additional  tests  as  may  be  required  by 
the  Administrator  to  determine  their 
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freedom  from  communicable  diseases. 
Rati  tea  other  than  those  imported  as 
liatching  eggrs  also  shall  be  treated  for 
ectoparasites by  an  inspector  until 
the  inspector  determines  that  the 
ratltes  are  free  of  ectoparasites. 

(4)  If  the  ratites,  including  chicks 
hatched  during-  quarantine,  are  deter- 
mined to  be  free  of  communicable  dis- 
eases, the  port  veterinarian  shall  issue 
an  agricultural  release  for  entry 
through  U.S.  Customs.  If  the  port  vet- 
erinarian finds  evidence  of  commu- 
nicable disease,  or  eaeposnre  to  commn- 
nicable  disease,  during  port  of  entry  in- 
spection or  quarantine  of  the  ratites, 
the  ratites  shall  be  refused  entry,  or 
sball  he  hM  in  quarantine  until  they 
are  determined  to  be  free  of  commu- 
nicable disease,  or  shall  be  otherwise 
disposed  of  as  directed  by  the  Adminis- 
trator, in  accordance  with  S2  of  the  Act 
of  July  2.  1962  (21  U.S.C.  134a). 

(c)  Standards  for  privately  oirned  bird 
quarantine  facilities  and  handling  proce- 
dwres  for  importation  of  birds.  Before  t3ie 
Administrator  will  issue  an  import  per- 
mit for  a  lot  of  birds,  the  Adminis- 
trator must  determine  that  the  pri- 
vately owned  bird  quarantine  facility 
to  be  used  to  quarantine  birds  imported 
into  the  United  States  (the  facility) 
and  its  maintenance  and  operation 
meet  the  minimum  requirements  of 
paragraphs  (c)(1)  through  (Oib)  of  this 
section,  that  adequate  APHIS  per- 
sonnel are  available  to  provide  services 
required  by  the  facility,  and  that  a  Co- 
operative and  Trust  Fund  Agreement 
between  the  importer  and  the  Depart- 
ment has  been  executed,  and  the  re- 
quired Itmds  have  been  deposited,  in  ac- 
cordance with  that  aerreement.  The 
cost  of  the  facility  and  all  costs  associ- 
ated with  its  maintenance  and  oper- 
ation must  be  borne  by  the  importer. 
In  accordance  with  the  provisions  of 
paragraph  (e)  of  this  section. 

(1)  Supervision  of  the  facility.  The  fa- 
cility shall  be  maintained  under  the  su- 
pervision of  the  port  veterinarian  at 
the  Customs  port  of  entry. 


WAPfflS  Will  use  an  EPA  reg^istered  dust 
formulation  that  contains  5  percent  carharyl 
as  the  only  active  ingredient.  The  dust  for- 
mulation will  be  used  in  accordance  with  all 
applicable  directions,  restrictions,  and  pre- 
cautions on  the  label.  Treated  birds  may  not 
be  slaughtered  for  food  purposes. 


§93.106 

(2)  Physical  plant  requirements.  The  fa- 
cility shall  comply  with  the  following 
requirements: 

(i)  Location.  Each  privately  owned 
bird  quarantine  f^ility  shall  be  lo- 
cated: 

<A)  Within  the  Immediate  metropoli- 
tan area  of  the  port  of  entry  to  prevent 

the  imported  birds,  while  in  transit  to 
the  quarantine  facility,  Irom  intro- 
ducing or  disseminating  disease  to  do- 
mestic poultry  or  livestock. 

(B)  At  least  one-half  mile  from  any 
concentration  of  avian  species,  such  as, 
but  not  limited  to,  poultry  processing 
plants,  poultry  or  bird  fiEurms,  pigeon 
lofts,  or  othe^r  bird  quarantine  facili- 
ties. Factors  such  as  prevailing  winds, 
the  eliiciency  of  the  air  filtration  sys- 
tem of  the  quarantine  facility,  possible 
exposure  to  poultry  or  birds  moving  in 
local  traffic,  etc.,  shall  be  taken  into 
consideration. 

(ii)  Construction.  Each  quarantine  fa- 
cility shall  consist  of  a  single,  self-con- 
tained building,  which  shall: 

(A)  Be  constructed  only  with  mate- 
rial that  can  withstand  continued 
cleaning  and  disinfection.  All  solid 
walls,  floors,  and  ceilings  must  be  con- 
structed of  impervious  material.  All 
openings  to  the  outside  must  be  dou- 
ble-screened, with  an  interior  scieen  of 
metal  or  nylon  mesh  that  is  impervious 
to  biting  insects  such  as  gnats  or  mos- 
quitos,  and  an  exterior  metal  screen 
that  is  rodent-proof  and  is  made  of 
wire,  such  as  rabbit  wire,  hardware 
cloth,  or  smooth  welded  wire,  with 
mesh  size  no  larger  than  1  inchxl.5 
inches  (2.54  cmx3.81  cm).  The  interior 
and  exterior  screens  must  be  separated 
by  at  least  3  inches  (7.62  cm); 

(B)  Have  a  bird  holding  area  of  suffi- 
cient size  to  prevent  overcrowding  of 
the  birds  in  quarantine.  (All  access 
into  this  holding  area  shall  be  from 
within  the  building  and  each  entryway 
into  such  area  shall  be  equipped  with 
self-cdosing.  double  doors:  Provided, 
That  emergency  exits  to  the  outslde 
may  exist  in  the  bird  holding  area  if  re- 
quired by  local  fire  ordinances.  Such 
emergency  exits  shall  be  constructed 
so  as  to  permit  their  opening  ttom  the 
inside  of  the  facility  only  i: 

(C)  Have  a  ventilation  capacity  suffi- 
cient to  control  moisture  and  odor  at 
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levels  that  are  not  injurious  to  the 
health  of  the  birds  in  quarantine; 

(D)  Have  a  vermin-proof  feed  storage 

area; 

(E)  Have  omce  siiace  for  record- 

keeping; 

(F)  Have  a  separate  necropsy  room 
which  shall  have  reMgerated  storage 

space  for  carcasses  retained  for  labora- 
tory examination  and  facilities  ade- 
quate for  specimen  preparation  and 
carcass  disposal; 

(G)  Have  a  separate  area  for  washing 
facility  equipment: 

(U)  Have  a  shower  at  the  entrance 
Into  the  area  oomprlsed  of  the  bird 
holding  and  necropsy  rooms  and  a 
clothes  storage  and  change  area  at 
each  end  of  the  shower  area; 

(I)  Have  a  storage  area  for  equipment 
necessary  for  quarantine  operations; 

(J)  Have  equipment  necessary  to 
maintain  the  facility  in  clean  and  sani- 
tary condition,  including  insect  and 
pest  control  equipment; 

(K)  Have  a  receptacle  for  soiled  and 
contaminated  clothing  in  the  clothes 
change  area  located  nearest  the  en- 
trance to  the  bird  holding  area; 

(L)  All  construction  must  be  com- 
pleted before  any  permit  application  is 
submitted  in  accordance  with  §93.103. 

(M)  An  APHIS  representative  Shall 
inspect  the  facility  to  determine 
whether  the  facility  complies  with  the 
standards  set  forth  in  this  section  be- 
fore any  permit  is  issued  in  accordance 
with  §03.103.  Inspections  shall  take 
place  at  least  once  each  year. 

(N)  In  addition,  a  facility  for  hatch- 
ing eggs  of  ratites,  in  which  the  hatch- 
ing eggs  of  one  lot  may  be  quarantined 
at  the  same  time  as  the  hatched  chicks 
from  the  previously  quarantined  lot, 
shall: 

(1)  Have  a  wall  or  a  wall  with  a  lock- 
able  door  separating  the  incubator/ 
hatcher  area  from  the  bird  (chick) 
holding  area,  and  this  wall  or  wall- 
with-door  shall  provide  an  airtight  seal 
between  the  two  areas,  shall  be  imper- 
vious to  water,  and  shall  be  able  to 
withstand  continued  cleaning  and  dis- 
infection; 

i2)  Have  a  necropsy  or  sample  collec- 
tion area  in  both  the  incubator  hatcher 
area  and  the  bird  (chick)  holding  area; 
and 


(3)  Have  separate  entrances,  showers, 
toilets,  and  dressing  room  facilities  for 
the  exoliislve  use  of  peirsonnel  working 
In  the  incubator  Tiatch or  area  and  the 
bird  (chick)  holding^  ai'ea. 

(0)  The  bird  (chick)  holding  area  in 
any  fsoility  for  hatoh^  eggs  of  ratites 

shall  be  of  a  size  large  enough  to  ac- 
commodate 75  percent  of  the  incubator 
capacity,  with  a  minimum  of  10  square 
feet  per  egg. 

CP)  If  a  facility  for  hatrhinc-  cg-prs  of 
ratites  has  a  sun  room,  the  sun  room 
shall  be  connected  to  the  chick  holding 
area  by  a  wall  with  a  lockable  door. 
This  wall;  the  other  walls,  if  any;  and 
the  flooring,  must  be  impervious  to 
water  and  able  to  withstand  continued 
cleaning  and  disinfection.  All  walls  of 
the  sun  room  must  be  at  least  8  fiset 
high. 

(1)  Any  of  the  exterior  walls  may  be 
replaced  by  a  double-screened  wall  set 

in  a  concrete  or  concrete-block  curb. 
The  double  screening  shall  be  of  wire 
mesh  or  wire  mesh  and  nylon  mesh,  as 
provided  in  paragraph  (cXSKUKA)  of 
this  section,  with  the  interior  and  exte- 
rior screens  of  the  sun  room  wall  sepa- 
rated by  at  least  3  inches  (7.62  cm);  the 
concrete  or  oonorete  block  curb  must 
be  at  least  12  inches  high,  impermeable 
to  water,  and  able  to  prevent  the  es- 
cape of  water,  manure,  and  debris. 

(2)  The  sun  room  shall  have  a  roof, 
such  as  a  double-mesh-screened  roof  or 
a  glass  roof,  that  is  both  impervious  to 
free-flying  birds  and  biting  insects 
(such  as  gnats  or  mosquitoes)  and  capa- 
ble of  preventing  contact  between 
chicks  and  free-flying  birds. 

(3)  Be  attended  by  personnel  working 
in  the  bird  (chick)  holding  area  when- 
ever chicks  are  in  the  sun  room. 

(iii)  Sanitation  and  security.  Arrange- 
ments shall  exist  for: 

(A)  A  supply  of  water  adequate  to 
meet  all  watering  and  cleaning  needs. 

(B)  Disposal  of  wastes  by  inciner- 
ation or  a  public  sewer  system  which 
meets  all  applicable  environmental 
quality  control  standards; 

(C)  Control  of  surface  drainage  onto 
or  from  the  facility  to  prevent  any  dis- 
ease agent  from  entering  or  escapiBg; 

(D)  Protective  clothing  and  footwear 
adequate  to  insure  that  workers  at  the 
facility  have  clean  clothing  and  foot- 
wear at  the  start  of  each  workday  and 
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at  any  time  sucli  articles  t)eoome  soiled 

or  contaminated: 

CE)  Power  cleaning  and  disinfecting 
equipment  with  adequate  capacity  to 
dialiifect  the  facility  and  equipment; 

(F)  Sufficient  stocks  of  a  disinfectant 
authorized  in  §71.10<a>(5)  of  this  chap- 
ter; 

(Q)  A  seciirity  ssrstem  whlcli  prevents 

contact  of  birds  in  quarantine  with  per- 
sons not  authorized  entry  to  the  facil- 
ity and  with  other  birds  and  animals. 
Snoh  a  system  shall  Include  a  dally  log 
to  record  the  entry  and  exit  of  all  per- 
sons entering  the  facility  and  controls 
at  all  doorways  and  other  openings  to 
the  focllity  to  prevent  escape  or  acci- 
dental entry  of  birds. 

(3)  Operatinnal  procedures.  The  fol- 
lowing procedures  shall  be  observed  at 
the  facility  at  all  times. 

(1)  Personnel.  Access  to  the  facility 
shall  be  granted  only  to  persons  work- 
ing at  the  facility  or  to  persons  specifi- 
cally granted  such  access  by  the  port 
veterinarian. 

(A)  All  personnel  granted  access  to 
the  bird  holding  area  or  the  incubator/ 
hatcher  area  shall: 

(7)  Wear  clean  protective  clothing 
and  footwear  upon  entorinc  the  bird 
holding  area  or  the  incubator/hatcher 
area; 

(2)  Change  protective  clothing  and 
footwear  when  they  become  soiled  or 

contaminated; 

{3)  Shower  when  entering  and  leaving 
any  bird  holding  area,  any  incubator/ 
hatcher  area,  and  any  necropsy  area. 
Showering  when  moving  between  the 
incubator/hatcher  area  and  the  bird 
holding  area  Is  not  required  when  the 
eggs  in  the  hatch ing  area  and  the 
chicks  in  the  holding  area  are  part  of 
the  same  lot; 

df)  Work  exclusively  with  one  lot  of 
birds  until  the  lot*s  release  from  quar- 
antine, and  have  no  contact  with  other 
birds  or  poultry  until  the  release  date. 

(B)  The  importer  shall  handle  soiled 
clothing  worn  within  the  quarantine 
unit  in  a  manner  approved  by  the  port 
veterinarian  as  adequate  to  preclude 
transmission  of  a  poultry  disease  agent 
from  the  facility. 

(ii)  Handling  of  the  birds  in  quarantine. 
The  birds  shall  be  kept  in  the  quar- 
antine faoUltgr  for  a  minimum  of  80 
days  and  while  In  quarantine  shall  be 


handled  in  compliance  with  the  fol- 

lowing  requirements: 

(A)  Each  lot  of  birds  to  be  quar- 
antined shall  be  placed  in  the  facill^ 
on  an  *'all-ln,  all-out**  basis.  No  birds 
shall  be  taken  out  of  the  lot  while  it  is 
in  quarantine  except  for  diagnostic 
purposes  and  11  additional  birds  are 
added  to  a  lot,  the  total  quarantine  pe- 
riod for  that  lot  shall  be  extended  so 
that  all  birds  will  have  completed  at 
least  30  consecutive  days  of  quarantine 
before  release  for  entry  into  the  com- 
merce of  the  United  States.  The  quair^ 
antine  period  may  be  extended  as  pro- 
vided in  paragraph  (  a)  of  this  section. 

(7)  Hatching  eggs  of  ratites  com- 
prising a  single  lot  may  be  added  to  the 
facility  in  staeres.  provided  the  entire 
lot  has  been  placed  in  the  facility  no 
later  than  15  days  after  the  arrival  of 
the  first  shipment. 

(■?)  If  hatching  eggs  of  ratites  begin  to 
hatch  in  the  incubator  hatcher  area 
while  ratite  chicks  from  the  previously 
quarantined  lot  remain  in  the  bird 
(chick)  holding  area,  then  the  separate 
lots  assume  the  status  of  a  single  lot, 
and  will  be  released  from  quarantine  In 
accordance  with  paragraph  (cKSKllKA) 
of  this  section. 

(B)  The  birds  may  be  vaccinated  dur- 
ing quarantine  only  with  a  vaccine 
that  has  been  approved  by  the  Admin- 
istrator, and  is  administered  by  a  li- 
censed veterinarian  under  the  direct 
supervision  of  a  veterinarian  employed 
by  the  Anlmai  and  Plant  Health  In- 
spection Service.  The  Administrator 
will  approve  a  vaccine  if: 

(J)  The  vaccine  is  licensed  by  the 
Animal  and  Flant  Health  Inspection 
Service  in  accordance  with  §102.5  of 
this  chapter:  and 

(2)  The  vaccine  is  not  one  that  is  used 
to  prevent  Nei^castle  disease,  avian  in- 
fluenza, or  any  other  hemagglutdnatlng 
virus  of  poultry.  11 

(C)  Birds  of  the  psittacine  family 
shall  receive  a  balanced,  medicated 
feed  ration  treatment  containing  not 
less  than  1%  CTC  with  not  more  than 
0.7%  calcium  for  the  entire  quarantine 


"A  list  of  approved  vaccines  is  available 

from  the  the  Animal  and  Plant  Health  In- 
spection Service,  Veterinary  Servlcea,  Na- 
tional Center  tot  Imp(Hrt-Eiq;KMrt,  4T00  Blver 
Road  Unit  S8,  Rlverdale,  Maryland  20787-1281. 
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period  as  a  precautionary  measure 
against  cMamydiosis  (psittacosis). 

(D)  The  importer  ahaU  Immediately 
collect  all  birds  which  die  in  quar- 
antine and  hold  them  under  reftigera- 
tion,  within  the  facility,  shall  account 
for  all  birds  in  the  shipment,  and  shall 
not  dispose  of  any  carcass  or  parts 
thereof  unless  authorized  to  do  so  by  a 
Veterinary  Medical  Officer  of  APHISS  of 
the  Department.  Birds  that  die  enroate 
to  the  United  States  or  while  in  quar- 
antine shall  be  made  available  at  the 
port  of  entry  for  necropsy  by  a  Depart- 
ment poultry  disease  diagnostician 
who  may  submit  specimens  from  such 
birds  for  laboratory  examination. 

(E)  During  the  period  of  quarantine, 
the  birds  shall  be  subjected  to  snoh 
tests  and  procedures  as  are  t  juired  In 
specific  cases  by  the  port  veterinarian, 
to  determine  whether  the  birds  are  free 
fkt>m  communicable  diseases  of  poultry 
and  It  shall  be  the  responsibility  of  the 
importer  to  identify  individually  each 
jj^ittacine  bird  within  7  days  of  the 
entry  of  the  bird  into  tbe  quarantine 
facility  with  a  serial^  numbered 
legband  which  has  been  coded  to  the 
quarantine  facility  or  by  other  suitable 
means  of  identification.  Any  identiflca^ 
tion  device  must  be  approved  by  the 
Administrator,  upon  written  request  to 
him,  before  it  shall  be  used  to  identify 
birds  under  this  section.  Such  means  of 
identification  shall  be  supplied  by  the 
importer,  and  the  importer  shall  insure 
that  each  bird  is  so  identified  at  the 
time  the  bird  is  released  firom  the  fiacil- 
ity.  If  frank  or  clinical  Newcastle  dis- 
ease occurs  among  any  birds  in  quar- 
antine, all  birds  in  the  facility  shall  be 
destroyed  or  reftised  entry  and  the  en- 
tire  facility  shall  be  thoroughly 
cleaned  and  then  disinfected  as  di- 
rected under  the  supervision  of  an  in- 
spector. 

(F)  The  quarantine  facility  from 
which  a  lot  of  birds  has  been  released 
shall  be  thoroughly  cleaned  and  dis- 
infected with  a  disinfectant  authorised 
in  §71.10fa)f5)  of  this  chapter,  under  su- 
pervision of  an  inspector  before  a  new 
lot  is  placed  in  the  facility. 

(ill)  Records.  It  shall  be  the  responsi- 
bility of  the  importer  to  maintain  a 
current  daily  lop  for  each  lot  of  birds, 
recording  such  information  as  the  gen- 
eral condition  of  the  birds  each  day. 
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source  of  origin  of  the  birds  in  the  lot. 
total  number  of  birds  in  the  lot  when 
imported,  number  of  dead  birds  when 
lot  arrived,  date  lot  was  placed  into  the 
facility,  number  of  deaths  each  day  In 
the  lot  during  the  quarantine  period, 
necropsy  results,  and  laboratory  find- 
ings on  birds  that  died  durint?  the  quar- 
antine date  of  prescribed  tests  and  re- 
sults. Department  import  permit  num- 
bers of  each  lot,  date  lot  was  removed 
from  the  facility,  and  any  other  obser- 
vations pertinent  to  the  general  health 
of  the  birds  in  the  lot.  The  importer 
shall  also  malce  an  identifloation 
record,  at  the  time  each  psitta^ine  bird 
is  identified,  containing  the  species  of 
the  bird,  including  the  common  and 
scientific  name  and  the  number  of  the 
identification  device  placed  on  each 
psittacine  bird.  The  daily  log  and  the 
identification  record  shall  be  main- 
tained for  12  months  followingr  the  date 
of  release  of  the  bird  from  quarantine 
and  shall  be  made  available  to  APHIS 
personnel  upon  request. 

(4)  Additional  requirements  as  to  lo- 
cation, security,  pi^riical  plant  and  fia- 
cilities.  sanitation,  and  other  items 
may  be  imposed  by  the  Administrator, 
in  each  specific  case  in  order  to  assure 
that  the  quarantine  of  the  birds  in  such 
facility  will  be  adequate  to  enable  de- 
termination of  their  health  status,  pre- 
vent spread  of  disease  among  birds  in 
quarantine,  and  prevent  escape  of  poul- 
try disease  agents  from  the  facility. 

(5)  Cooperative  and  Trust  Fund 
Agreement  for  services  required  by  Im^ 
porter  at  a  privately  owned  bird  qiiar- 
antine  facility. 

(i)  When  the  Administrator  deter- 
mines that  a  privately  owned  bird 
quarantine  facility  meets  the  require- 
ments set  forth  in  paragraph  (c)  of  this 
section,  the  Department  and  the  im- 
porter shall  execute  a  Cooperative  and 
Trust  Fund  Agreement,  as  specified  in 
paragraph  (c)(5)(iii)  of  this  section.  In 
conjunction  with  the  Cooperative  and 
Trust  Fund  Agreement,  the  importer 
.shall  deposit  with  the  Administrator  a 
money  onier  or  cashier's  check  in  an 
amount  determined  by  the  Adminis- 
trator to  cover  all  ooets  incurred  by 
the  Department  in  providing  services 
In  accordance  with  the  provisions  of 
the  Cooperative  and  Trust  Fund  Agree- 
ment. Ajiy  unobligated  ftmds  will,  upon 
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request,  be  returned  to  the  importer, 
after  the  birds'  release  from  quar- 
antine. 

(ii)  The  Administrator  may  provide 

services  required  by  the  importer  at  a 
privately  owned  quarantine  facility  for 
the  importation  of  birds  on  a  first 
come,  first  served  basis,  if  adequate 
APHIS  persomiel  are  available  to  pro- 
vide those  services,  upon  determining^ 
that  the  importer  has  executed  a  Coop- 
erative and  Trust  Fund  Agreement, 
and  has  deposited  funds  in  an  amount 
determined  by  the  Administrator  to  be 
suflicient  to  cover  all  costs  incurred  by 
the  Department  In  providing  services 
in  accordance  with  that  agreement,  as 
specified  in  paragraph  (c)(5)(iii)  of  this 
section. 

(Ill)  Cooperative  and  Trust  Fund 
Agreement. 

OoopERATivB  And  Trust  Fund  aorebment 

BETWEEN  (NAME  OF  IMPORTER)  AND 

THE  United  States  Department  of  Agri- 
cuLTURE,  Animal  and  Plant  Health  In- 
spsonoN  Service. 

This  agreement  la  made  and  ontpred  into 
by  and  between    (name  of  im- 

porter), hereinafter  referred  to  as  the  Im- 
porter, and  thf  t'.S.  Department  of  Aitfri- 
culture,  Animal  and  Plant  Health  Inspection 
Service,  hereinafter  referred  to  as  the  Serv- 
ice, with  respect  to  (quarantine 
facility  and  address  of  facility).  Whereas,  the 
Service  is  authorized  pursuant  to  section  2  of 
the  Act  of  February  2.  1903.  as  amended,  sec- 
tion 11  of  the  Act  of  May  29,  1884,  as  amend- 
ed, and  section  4  of  the  Act  of  July  2.  1962  (21 
U.S.r  111.  114a.  and  134c,  respectively),  to 
regulate  the  introduction  of  animals  into  the 
United  States  in  order  to  prevent  the  intro- 
duction of  animal  and  poultry  diseases  into 
the  United  States;  and 

Whereas,  the  Importer  is  interested  in  the 
importation  of  certain  birds  from  reprions 
presently  under  restrictions  for  such  impor- 
tation; and 

Whereas,  the  Importer  is  equipped  with  a 
bird  quarantine  facility  that  meets  the  re- 
quirements of  paragraph  (c)  of  this  section: 
and 

Wheiuaa,  the  Iniportei'  haa  I'equested  the 
Servloe  to  conduct  inspectloaB.  perform  lab- 
oratory procedures,  complete  examinations, 
and  supervi.se  the  isolation,  quarantine,  and 
care  and  handling  of  birds  to  insure  that 
they  meet  the  Department's  quarantine  re- 
quirements before  relea.-^e  into  the  United 
States:  and 

Whereas,  it  is  the  intention  of  the  parties 
hereto  that  such  cooperation  shall  be  for 
their  mutual  benefit  and  the  benefit  of  the 
people  of  the  United  States: 


Now  therefore,  for  and  in  consideration  of 
the  promises  and  mutual  covenants  herein 
contained,  the  parties  hereto  do  hereby  mu- 
tually aprree  with  each  other  as  follows: 

(A)  The  Importer  Agrees: 

(1)  To  operate  the  quarantine  facility  in 
accordance  with  all  Federal  Iawb  and  regu- 
lations. 

(2)  To  provide  a  current  list  of  designated 
personnel  employed  by  the  Importer  who  will 
he  used  to  handle  and  care  for  birds  during 
the  quarantine  period.  The  list  will  include 
the  legal  names,  current  residential  address- 
es, and  social  security  numbers  of  the  des- 
ignated personnel.  The  list  will  be  fui'nished 
to  the  port  veterinarian  at  the  time  an  appli- 
cation for  an  import  permit  to  Import  birds 
into  the  quarantine  facility  is  submitted  to 
the  Service.  The  Ust  will  be  updated  for  any 
changres  in  or  additions  to  the  rlesi^nated 
pei*sonnel  in  advance  of  such  personnel  work- 
ing in  the  quaralntine  facility. 

(3)  To  furnish  to  the  Sei'vice  a  sitrned  state- 
ment from  each  of  the  designated  personnel 
employed  by  the  Importer  which  provides 
that  such  personnel  a^ree  that  for  a  period  of 
3  days  from  their  most  recent  contact  with 
birds  In  the  quarantine  facility,  such  per- 
.sonnel  will  refrain  from  havine"  contact  with 
Other  birds  and  poultry.  This  restriction 
ceases  to  apply  on  the  date  the  birds  are  re- 
leased from  quarant  ine. 

(4)  To  not  permit  any  designated  personnel 
which  the  Service  determines  to  be  unfit  to 
be  employed  at  a  quarantine  facility  upon 
written  notice  from  the  Service.  Such  deter- 
mination shall  be  based  upon  such  employ- 
ee's committing  or  aiding  and  abetting  in 
the  commission  of  any  violation  of  title  9, 
Code  of  Federal  Regulations,  part  93.  The  Im- 
porter further  agrees  to  suspend  any  des- 
ignated employee  from  working  at  a  quar- 
antine facility  when  the  Service  has  reason 
to  believe  that  such  employee  has  violated 
any  provision  of  title  9.  Code  of  Federal  Reg- 
ulations, part  93,  and  the  Administrator  has 
determined  that  the  actions  of  such  em- 
ployee constitute  a  severe  tliieat  to  int in- 
duce or  disseminate  a  cuimiiuiiicable  disease 
of  poultry  into  the  United  States.  Such  ac- 
tion shall  be  made  upon  receipt  of  notice 
from  the  Service  requiring  such  action  by 
the  Importer. 

(.•ii  Tfi  illow  tho  unannounced  entry  into 
Mie  quarantine  lacilily  of  Service  personnel 
or  other  peiHons  authorized  by  the  Service 
for  the  purpose  of  inspectintc  biids  in  quar- 
antine, the  operations  at  the  quarantine  fa- 
cility and  to  asqertain  compliance  with  the 
Standards  for  quarantine  facilities  and  han- 
dling procedures  for  importation  of  birds 
contained  in  titl6  9,  Code  of  Federal  Regula- 
tions. §o:^.i06fo). 

(6>  To  provide  permanent  restrooms  in 
both  the  clean  and  the  quarantine  areas  of 
the  quarantine  fapility. 
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(7)  To  provide  a  T.V.  monitoring  system  or 
a  window  or  windows  sufficient  to  provids  a 
fill]  view  of  the  quarantine  area  exdoding' 
tlie  clothes  changing  area. 

(8)  To  Install  a  commonication  system  be- 
tween the  clean  and  quarantine  areas  of  the 
quarantine  facility.  Such  communication 
system  shall  not  interfere  with  the  mainte- 
nance  of  the  bloloffical  security  of  the  Qoar* 
antine  area. 

(9)  To  secure  all  windows  and  any  openings 
in  the  quarantine  Ikcillty  in  a  manner  satis- 
factory to  the  Department  which  will  insure 
the  biological  security  of  the  quarantine 
ciiit  V  and  prevent  the  unauthorised  removal 
of  birds. 

(10)  To  Install  tamperproof  ha^  and  to  in- 
stall hinges  on  doors  from  which  the  pins 
cannot  be  remove<i. 

(11)  To  Install  a  hood  wttli  a  viewing  win- 
dow over  the  necropsy  table. 

(12)  To  bag  waste  material  in  leakproof 
bags.  Such  material  shall  be  handled  in  a 
manner  that  spoilage  is  kept  to  a  minimum 
and  control  of  pests  is  maintained.  Such  ma- 
terial shall  be  disposed  of  by  incineration  or 
by  public  sewer  or  other  method  authorized 
by  the  Administrator  to  prevent  the  spread 
of  disease.  The  disposition  of  such  material 
shall  only  be  under  the  direction  and  super- 
vision of  the  Service. 

(13)  To  feed  chlorteLracycliue  to  psittacine 
birds,  upon  their  arrival  in  the  Cacillty  as 
prescribed  in  S93.1()6(c)(3)(ilXC). 

(14)  To  install  an  electronic  security  sys- 
tem which  is  coordinated  through  or  with 
the  local  police  so  that  monitoring  of  the 
quarantine  facility  is  maintained  whenever 
Service  personnel  are  not  at  the  facility  or. 
In  lieu  of  such  electronic  monitoring  system 
to  arrange  for  continuous  guarding  of  the  fa- 
cility with  personnel  from  a  bonded,  security 
company.  Provided,  That,  if  exotic  Newcastle 
disease  is  diagnosed  in  any  of  the  birds  in  the 
quarantine  facility,  continuous  eruarding  of 
the  facility  with  personnel  from  a  bonded  se- 
curity company  shall  be  maintained  by  the 
Importer.  The  electronic  security  system  If 
installed  shall  be  of  the  "  silent  type"  and 
shall  be  triggered  to  ring  at  the  monitoring 
site  and  not  at  the  facility.  The  electronic 
system  shall  be  approved  by  Underwriter's 
Laboratories. 

Writtmi  instructions  shall  be  provided  to  the 

monitorintr  asrency  which  shall  require  that 
upon  activation  of  the  alarm,  the  police  and 
a  representative  of  the  Service  designated  by 
the  .Service  shall  be  notified  l)y  the  moni- 
toring agency.  Such  instiuctions,  as  well  as 
any  changes  in  such  instructions,  shall  be 
filed  in  writing  with  the  Administrator.  The 
Importer  shall  notify  the  Service  whenever  a 
break  in  security  occurs  or  is  suspected  of 
occurring. 

(15)  To  not  have  non-Service  personnel  In 
the  quarantine  area  when  birds  are  in  the 


quaiantine  facility  unless  Service  personnel 
are  preeent. 

(16)  To  have  seals  of  the  Service  placed  on 
all  entrances  and  exits  of  the  facility  when 
determined  necessary  by  the  Service  and  to 
take  all  neces.sary  steps  to  ensure  that  such 
seals  are  only  broken  in  the  presence  of 
Servloe  personnel. 

(17)  To  decide  what  tho  disposition  of  a  lot 
of  birds  will  be  within  48  hours  following  offi- 
cial notification  that  such  a  lot  is  inftsoted 
with  or  exposed  to  exotic  Newcastle  disease. 
Final  disposition  of  the  infected  or  exposed 
lot  Is  to  be  aooomplished  within  4  working 
days  following  ofDcial  notification.  Disposi- 
tion of  the  birds  will  be  under  the  super- 
vision of  the  Service. 

(18)  To  furnish  a  telephone  nuiniK'i  or  num- 
bers to  the  Service  at  which  the  Importer 
can  be  reached  on  a  dally  basis  or  furnish  the 
same  for  an  agent  or  representative  that  can 
act  and  make  decisions  on  the  Importer's  be- 
half. 

(19)  To  deposit  with  the  Service,  upon  exe- 
cution of  this  agreement,  a  money  order  or 
cashier's  check,  in  an  amount  determined  by 
the  Administrator  to  be  sufficient  to  deftay 
all  costs  incurred  by  the  Service  in  providing 
services  required.  If  such  costs  exceed  the  de- 
posited amount,  the  importer  will  pay  for  ad- 
ditional costs  incurred.  Viased  on  official  ac- 
counting records,  witliin  14  days  of  receipt  of 
the  bill  showing  the  balance  due. 

(20)  To  provide  for  the  maintenance  and  op- 
eration of  the  quarantine  facility  in  accord- 
ance with  standards  for  quarantine  facilities 
and  handlintr  procedures  for  importation  of 
birds  contained  in  title  9,  Code  of  Federal 
Regulations.  §93.106(0). 

(R)  The  Spi-vice  agrees: 

(1)  To  furnish  the  services  of  technical  and; 
or  professional  personnel  needed  to  conduct 
inspections,  perform  laboratory  procedures, 
complete  examinations,  and  supervise  the 
isolation,  quarantine,  and  care  and  handling 
of  birds  being^  imported  to  ensure  that  they 
meet  the  Department's  quarantine  require- 
menlai  before  release  into  the  United  States. 

(2)  To  issue  permits  3  working  days  fol- 
lowing receipt  of  the  permit  application,  de- 
pending upon  tiie  availability  of  personnel  to 

provide  the  services  required  for  quarantine 
and  the  results  of  an  APHIS  representative's 
inspection  of  the  quarantine  facility. 

(3)  To  provide  the  Importer  within  30  days 
following  receipt  of  a  written  request  from 
the  Importer,  with  an  accounting  of  fbnds 
expended  in  providing  services  under  para- 
graph (B)(1)  of  this  agreement.  Any  unobli- 
gated balance  upon  termination  or  Mpira- 
tion  of  this  agreement  shall  be  returned  to 
the  Importer. 

(4)  To  inform  the  Importer  when  a  diag- 
nosis of  KND  has  been  made  in  any  facility. 

(5)  To  promptly  inform  the  Embassy  or 
Consulate  of  the  foreign  region  to  which  lota 
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of  birds,  reAised  entry  into  the  United  States 

due  to  a  diagnosis  of  END.  are  to  be  shipped. 

(6)  To  notify  in  writing  the  Importer  of  any 
designated  employee  whioli  the  Service  be- 
lieves should  be  suspended  from  work  at  the 
quarantine  facility  and  the  basis  for  such  ac- 
tion. Similar  notice  shall  be  afforded  to  the 

desifrnatpd  employee.  Subsequent  to  such 
suspension,  the  designated  employee  shall 
have  the  right  to  request  an  immediate  re- 
view of  such  action  by  the  Administrator,  in- 
cluding presenting  his  or  her  views  to  the 
Administrator  in  an  informal  conference.  If 
the  .Administrator  makes  a  final  determina- 
tion that  gi'ounds  existed  to  suspend  such 
employee,  he  or  she  shall  notify  the  Importer 
and  the  suspended  employee  of  his  or  her  de- 
cision and  such  employee  shall  be  discharged 
by  the  bnporter. 

(7)  Prior  to  any  final  determination  being: 
made  by  the  Service  concerning  the  dis- 
charge of  any  designated  personnel  employed 
by  the  Importer,  the  Service  will  inform,  in 
writing,  the  Importer  and  the  designated 
personnel  of  the  basis  for  such  action.  If  snch 
person  contests  sue  h  action  he  or  she  shall 
be  permitted  to  present  his  or  her  views  to 
the  Administrator,  provided  snch  request  is 
made  within  30  days  of  the  receipt  of  the 
aforementioned  written  notice.  If  a  final  de- 
termination is  made  by  the  Administrator 
that  such  personnel  should  be  discharg-ed,  he 
or  she  shall  notify  such  personnel  and  the 
Importer  of  such  determination. 

(C)  It  is  mutually  understood  and  agreed: 

(1)  That  a  maximum  capacity  will  be  es- 
tablished for  each  quarantine  lot.  This  will 
be  based  upon  the  capacity  of  the  quai-antine 
£AciUty  to  handle  the  birds.  The  number  of 
birds  on  the  permits  will  not  exceed  this  ca- 
pacity. 

(2)  If  the  seals  referred  to  in  paragraph 
(c)(6)(iii)(A)(i(S)  of  this  section  are  broken  by 
other  than  Service  personnel,  it  will  be  con- 
sidered a  breach  in  security  and  an  imme- 
diate accounting  of  all  birds  in  the  facility 
shall  be  iiuult'  by  the  Service.  If  any  birds  are 
determined  to  be  missing  ftorn  the  facility, 
the  quarantine  period  will  be  extended  for  an 
additional  30-day  period. 

(3)  Daring  the  performance  of  this  coopera- 
tive work,  the  Importer  agrees  to  be  bound 
by  the  equal  opportunity  and  nondiscrimina- 
tion provisions  as  set  forth  in  exhibit  B  and 
nonsegrreRation  of  facilities  provisions  as  set 

forth  in  exhibit  c.^^  which  are  attached  here- 
to and  made  a  part  thereof. 

(4)  No  member  of  or  delegate  to  Congress 
or  re.sident  commissioner,  shall  be  admitted 
to  any  share  or  part  of  this  agreement  or  to 


any  benefit  to  arise  therefirom:  but  tiiis  pro- 
vision .«hall  not  be  construed  to  extend  to 
this  agreement  if  made  with  a  corporation  of 
its  general  benefit. 

(5)  This  agreement  shall  become  effective 
upon  date  of  final  signature  and  shall  con- 
tinue until  the  permitted  lot  of  birds  is  re- 
leased from  qualrantlne.  This  agreement  may 
be  amended  by  aprreement  of  the  parties  in 
writing.  It  may  be  terminated  by  either 
party  upon  90  days  written  notice  to  the 
oUier  par^.  ! 

Date  I  


Importer 
Date 


"Import-Bxport  Animals  Staff.  Veterinary 

Scrvii  (>.<.  APHIS.  USDA,  will  furni.-h  each 
importer  with  copies  of  exhibits  £  and  C 
prior  to  their  signing  the  Coopwatf  ve  and 
Tmet  Fund  Agreement. 


Administrator.  Animal  and  Plant  Health  In- 
spect! on  Service.  United  States  Depart- 
ment of  Agriculture 

(d)  Charges  for  services.  The  charges  to 
be  borne  by  the  importer  for  services 
provided  for  quarantine  facilities  ap- 
proved in  acpordance  with  paragraph 
(c)  of  this  sectiioii  sbsll  be: 

(1)  The  appropriate  GS  hotirly  rate 
(including  appropriate  premium  pay  in 
accordance  with  5  U.S.C.  5541-5549)  of 
the  employee  who  actually  performs 
the  service,  including  his  or  her  travel 
time  and  his  or  her  travel  expenses: 
Provided,  however,  Such  time  and  travel 
expense  shall  not  exceed  the  time  and 
travel  esspeaa^  to  and  from  his  or  her 
official  duty  station; 

(2)  All  applicable  user  fees,  as  listed 
in  part  130  of  this  chapter;  and 

(3)  A  surcharge  for  overhead  based  on 
the  most  current  historical  data  avail- 
able showintr  the  percentasre  of  APHIS 
funds  expended  for  administrative  sup- 
port. 

(e)  Reqnireiiaents  of  other  Federal 
laws  and  regulations,  such  as  the  De- 
partment's Animal  Welfare  Reprula- 
tions  in  subchapter  A  of  this  chapter 
shall  also  apply  as  applicable  to  the 
quarantine  facilities. 

[55  FR  31495.  Aug.  2,  1980.  as  amended  at  56 

Fn  :U867.  July  12.  1991;  56  FR  41726.  Aug.  22. 
1991:  57  FR  21726,  May  22,  1992:  58  FR  38957, 
July  21.  1993:  59  FR  36026.  July  15.  1994;  59  FR 
47069.  Sept.  11.  1994  ;  59  FR  47235.  Sept.  15. 
1994:  59  FR  67614.  Dec,  30,  1994:  61  FR  31392. 
June  20,  1996;  61  FR  56891.  Nov.  5.  1996.  Redes- 
ignated and  amended  at  62  FR  56012.  50614- 
56015.  Oct.  28.  190^;  65  FR  38178.  June  20.  2000] 
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§93.107   Special  provisions. 

(a)  In-hnnd  shipments  from  Canada. 
Birds  from  Canada  transported  in-bond 
through  the  United  States  for  imme- 
diate export  shall  be  Inspected  at  the 
border  port  of  entry  and,  when  accom- 
panied by  an  import  permit  obtained 
imder  §98.108  of  this  part  and  all  condi- 
tions therein  are  observed,  shall  be  al- 
lowed entry  Into  the  United  States  and 
sbail  be  otherwise  handled  as  provided 
in  paragraph  rd)  of  §93.101. 

(b)  Ratit:  !"->m  Canada.  Ratites  that 
were  hatched  and  raised  In  Canada  or 
ratites  that  were  legally  imported  into 
Canada  and,  upon  arrival  in  Canada, 
were  quarantined  for  a  minimum  of  28 
days  at  a  Canadian  quarantine  facility 
and  remained  in  Canada  for  an  addi- 
tional 00  days  following  completion  of 
quarantine  may  be  Imported  into  the 
United  States: 

(1)  Without  being  quarantined  upon 
arrival  in  the  United  States;  and 

(2)  At  any  of  the  following  ports  of 
entry:  Anchoratro.  AK;  Fairbanks.  AK: 
Los  Angeles,  CA;  ban  Diego,  CA;  Den- 
ver, CO;  Miami,  PL;  Tampa,  PL;  At- 
lanta, GA;  Eastport.  ID:  Chicago.  IL: 
New  Orleans.  LA;  Boston.  MA:  Balti- 
more, MD;  Uoulton,  ME;  Jackman,  M£; 
Detroit,  MI;  Port  Huron,  MI;  Sanlt  Ste. 
Marie.  MI:  Minneapolis.  MN;  Raymond. 
MT:  Sweetgrrass.  MT:  Buffalo.  NY; 
Champlain,  NY;  New  York,  NY;  Stew- 
art Airport,  Newburgh,  NY;  Dnnselth, 
ND;  Pembina,  ND;  Portal,  ND;  Port- 
land. OH:  San  Juan,  PR:  Houston.  TX; 
Highgate  Springs.  VT;  Blaine,  WA;  Se- 
attle. WA;  and  Somas,  WA;  and 

(3)  If  offered  for  entry  at  a  Canadian 
land  tiorder  port  listed  in  §93.a03(b), 
without  an  import  permit;  and 

(4)  If  consigned  directly  to  slaughter 
trom  the  port  of  entry,  without  being 
treated  for  ectoparasite.s  within  3  to  14 
days  before  shipment  to  the  United 
States,  aa  otherwise  required  by 
193.104(0(8);  and 

(5)  If  in  compliance  with  all  of  the 
applicable  regulations  of  the  U.S.  Fish 
and  Wildlife  Service  contained  in  Title 


wimportation.s  from  Canada  shall  be  sub- 
ject to  §93.107,  in  addition  to  other  seotifos 
in  this  part  which  are  in  terms  applicable  to 
such  importations. 


50,  subchapter  B,  of  the  Code  of  Federal 
Reirnlations. 

(c)  Ratite  eggs  from  Canada.  Hatching 
eggs  of  ratites  that  were  laid  in  Canada 
may  be  imported  into  the  United 
States: 

(1)  Without  being  quarantined  upon 
arrival  in  the  United  States;  and 

(2)  At  any  of  the  ports  of  entry  listed 
in  paragraph  (b)(2)  of  this  section  or 
authorized  by  §  93.106(a):  and 

(3)  If  offered  for  entry  at  a  Canadian 
land  border  port  listed  in  §  93.203(b), 
without  an  import  permit;  and 

(4)  If  in  compliance  with  all  of  the 
applicable  regulations  of  the  U.S.  Fish 
and  Wildlife  Service  contained  in  Title 
50,  subchapter  B,  of  the  Code  of  Federal 
Regolations. 

[55  FR  81495.  Aug".  2,  1990.  as  amended  at  61 

Fi;  m26.  Dec.  27.  1996.  Redesitrnated  and 
ameuded  at  56012.  56015,  Oct.  28.  1997;  66  FR 
38178,  June  20. 2000] 

EFFEcrrvE  Date  Note:  At  67  PR  6B022,  Nov. 
8,  2002.  in  §93.107  paragraph  ihK2)  was  amend- 
ed by  removing  the  words  "Blaine,  WA;",  ef- 
fective Jan.  7,  2003. 

Subpart  B—PmiHiy 

§93.200  Definitions. 

Wherever  in  this  subpart  the  fol- 
lowing terms  are  used,  unless  the  oon- 

text  otherwise  requires,  they  shall  he 
construed,  respectively,  to  mean: 

Accredited  veterinarian.  A  veteri- 
narian approved  hy  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1,  2,  3,  and  11  of 
subchapter  A.  and  subchapters  B,  C, 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
state-federal  disease  control  and  eradi- 
cation programs. 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspeo- 
tion  Service,  United  States  Depart- 
ment of  Agriculture,  to  whom  author- 
ity has  been  or  may  be  delegated  to  act 
in  the  Administrator's  stead. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIB  or 
Service). 
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Animals.  Cattle,  sheep,  goats,  other 
ruminants,  swine,  horses,  asses,  mules, 
zebras,  dogs,  and  poultry. 

Communicable  disease.  Any  con- 
tag-ious,  infectious,  or  communicable 
disease  of  domestic  livestock,  poultry 
or  other  animals. 

Department.  The  United  States  De- 
partment of  Agriculture  (USDAV 

Fever  tick.  Boophilus  annulatus,  in- 
cluding, but  not  limited  to,  the  vari- 
eties Americana  and  Australia. 

Immediate  slaughter.  Consignment  di- 
rectly from  the  port  of  entry  to  a  rec- 
ognized slaughtering  establishment^ 
and  slaughter  thereat  within  two 
weeks  from  the  date  of  entry. 

Inspector.  An  employee  of  the  Animal 
and  Plant  Health  liuq^tlon  Service 
authorized  to  perform  dnties  required 
under  this  subpart. 

Operator.  For  the  purpose  of  §93.209, 
any  person  operatlng^  an  apixroved  quar- 
antine facility. 

Performing  or  theatrical  poultry.  Poul- 
try which  are  to  be  used  in  shows,  the- 
atrical acts  or  performances  only. 

Port  veterinarian.  A  veterinarian  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  to  perform  duties 
required  under  this  part  at  a  port  of 
entry. 

Poultry.  Chickens,  doves,  ducks, 
geese,  grouse,  guinea  fowl,  partridges, 
pea  fowl,  pheasants,  pigeons,  quail, 
swans,  and  turkeys  (indudlng  eggs  for 
hatching). 

Region.  Any  defined  geographic  land 
area  identifiable  by  geological,  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (sone, 
county,  department,  municipality*  par- 
ish. Province.  State,  etc.) 

(3;  Parts  of  several  national  entities 
combined  into  an  area;  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  singrle  area. 

Swine.  The  domestic  hog  and  all  vari- 
eties of  wild  hogs. 

United  States.  All  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia, Ouam,  Northern  Mariana  Islands, 


'  Thp  name  of  recoprnized  slaughtering  es- 
tablishments approved  under  this  part  may 
be  obtained  firom  the  Area  Veterinarlaii  In 

Charge.  Veterinary  Services,  for  the  State  Of 
destination  of  the  shipment. 


Puerto  Rico,  the  Virgin  Islands  of  the 
United  States,  and  all  other  Territories 
and  Possessions  of  the  United  States. 

Veterinary  sertfices.  The  Veterinary 
Services  unit  of  the  Department. 

[56  FR  31495.  Aug.  2,  1990.  Redeslgmated  and 
amended  at  62  FR  66012, 56016,  Oct.  28. 1907] 

998^1  Geaienl  pcoliibiiioiis;  esoep- 

tions. 

(a)  No  poultry  or  product  subject  to 
the  provisions  of  this  part  shall  be 
brought  into  the  United  States  except 
in  accordance  with  the  regulations  in 
this  part  and  part  94  of  this  sub- 
chapter;- nor  shall  any  such  poultry  or 
product  be  handled  or  moved  after 
phsrslcal  entry  into  the  United  States 
before  final  release  from  quarantine  or 
any  other  form  of  g-overnmental  deten- 
tion except  in  compliance  with  such 
regulations:  Provided,  That,  the  Admin- 
istrator may  upon  request  in  specific 
cases  permit  poultry  or  products  to  be 
brought  into  or  through  the  United 
States  under  such  conditions  as  he  or 
she  may  prescribe,  when  he  or  she  de- 
termines in  the  specific  case  that  such 
action  will  not  endanger  the  livestock 
or  poultry  of  the  United  States. 

(b)  The  provisions  in  this  part  93  re- 
lating to  poultry  shall  not  apply  to 
healthy  poultry  not  known  to  be  in- 
fected with  or  exposed,  within  the  90 
days  preceding  the  date  of  export  from 
the  region  of  origin,  to  communicable 
diseases  of  poultry,  if  an  import  per- 
mit *  has  been 'Obtained  under  §93.204  of 
this  chapter  and  all  conditions  therein 
are  observed:  and  if  such  poultry  are 
handled  as  follows: 

(I)  (i)  They  are  maintained  under  con- 
tinuous confinement  in  transit  through 
the  United  States  aboard  an  aircraft, 
ocean  vessel,  or  other  means  of  convey- 
ance; or  I 

(II)  Bzcept  for  poultry  in  transit 
through    Anchorage,    Alaska,  under 


Importations  of  certain  animals  from  var^ 
ions  ragions  are  absolntely  prohibited  tinder 
part  94  because  of  specific  diseases. 

3  Such  permit  may  be  obtained  from  the 
Animal  and  Plant  Health  Inspection  Sendee, 
Veterinary  Services.  National  Center  for  Im- 
port-Export, 4700  River  Road  Unit  38.  River- 
dale.  Maryland  ^0737-1231.  Requeets  for  ap- 
proval of  such  facilities  should  also  be  made 
to  the  Deputy  AdniiniBtrator. 
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§  93.204(c)  of  this  part,  which  are  not  al- 
lowed to  be  unloaded,  they  are  un- 
loaded, in  the  ooune  of  encli  tramlt, 
into  an  animal  or  bird  holding:  facility 
which  is  provided  by  the  rariier  or  its 
agent  and  has  been  approved '  in  ad- 
vance by  the  Administrator  in  accord- 
ance with  paragraph  (b)(3)  of  this  sec- 
tion as  adequate  to  prevent  the  spread 
within  the  United  States  of  any  live- 
stock or  poultry  disease,  and  they  are 
maintained  there  under  continuous 
confinement  until  loaded  aboard  a 
means  of  conveyance  for  transpor- 
tation ttom  the  United  States  and  are 
maintained  under  contlnuoos  confine- 
ment aboard  such  means  of  conveyance 
until  it  leaves  the  United  States;  the 
import  permit  will  specify  any  addi- 
tional conditions  necessary  to  assure 
that  the  transit  of  the  poultry  through 
the  United  States  can  be  made  without 
endangering  the  livestock  or  poultry  of 
the  United  States,  and  that  Depart- 
ment inspectors  may  inspect  the  poul- 
try on  board  such  means  of  conveyance 
or  in  such  holding  facility  as  provided 
in  section  5  of  the  Act  of  July  2, 1962  (21 
U.R.C.  134di  to  ascertain  whether  the 
requirements  of  this  paragraph  are 
met,  and  dispose  of  them  in  accordance 
with  section  2  of  the  Act  of  July  2, 1962 
(21  u  s  e.  134a)  if  such  conditions  are 
not  met;  and 

(2)  The  carrier  or  its  agent  executes 
and  ftamishes  to  the  collector  of  Cus- 
toms at  the  first  port  of  arrival  a  dec- 
laration stating  that  the  poultry  will 
be  retained  aboard  such  means  of  con- 
veyance or  in  an  approved  holding  fa- 
cility durinsr  transshipment  as  required 
by  this  paragraph. 

(3)  Provisions  for  the  approval  of  fa- 
cilities required  in  this  paragraph  are: 

<i)  They  must  be  sufficiently  isolated 
to  prevent  direct  or  indirect  contact 
with  all  other  animals  and  birds  while 
in  the  United  States. 

(ii)  They  must  be  so  constructed  that 
they  provide  adequate  protection 
against  environmental  conditions  and 
can  be  adequAtely  cleaned,  washed  and 
disinfected. 

(ill)  They  must  provide  for  disposal  of 
animal  and  bird  carcasses,  manure, 
bedding,  waste  and  any  related  ship- 


*  See  Ibotnote  3  in  subpart  B. 


ping  materials  in  a  manner  that  will 
prevent  dissemination  of  disease. 
(iv>  They  must  have  provisions  for 

adequate  sources  of  feed  and  water  and 
for  attendants  for  the  care  and  feeding 
of  poultry  in  the  facility. 

(V)  They  must  comply  with  addi- 
tional requirements  as  may  be  imposed 
by  the  Administrator  if  deemed  appli- 
cable for  a  particular  shipment. 

(vi)  They  must  also  comply  with  all 
applicable  local,  state  and  Federal  re- 
quirements for  environmental  quality 
and  witli  the  provisions  of  the  Animal 
Welfare  Regulations  in  chapter  I  of  this 
title,  as  applicable. 

(c)  Performing  or  theatrical  poultry 
may  be  imported  at  any  of  the  ports  of 
entry  listed  in  §98.208  if  acoompanied 
by  an  import  pormit  as  required  by 
§93.204  and  such  poultry  are  found  upon 
port  of  entry  veterinary  inspection  to 
be  tree  of  communicable  diseases  ot 
poultry. 

(dt  The  provisions  in  this  part  relat- 
ing to  poultry  shall  not  be  applicable 
to  pal ormlng  or  theatrical  poultry. 

[56  FR  81495.  Aug.  2.  1990.  Redestgnatad  and 
amended  at  66012, 66015.  Oct.  38, 1967] 

of  certain  alrmft 

and  other  means  of  conveyance  and 
•him>ing  containers  thereon;  iuip 
i^H^iTSiiio^"^"^'  and  dialnnotfoa 

fa)  Inspection:  All  aircraft  and  other 
means  of  conveyance  (incliuiinfj:  ship- 
ping containers  thereon)  moving  into 
the  United  States  from  any  foreign  re- 
gion are  subject  to  inspection  without 
a  warrant  by  properly  identified  and 
designated  inspectors  to  determine 
whether  they  are  carnrlng  any  animal, 
carca.^s.  product  or  article  regulated  or 
subjeel  to  disposal  under  any  law  or 
regulation  administered  by  the  Sec- 
retary of  Agriculture  for  prevention  of 
the  introduction  or  dissemination  of 
any  communicable  animal  disease  (21 
U.S.C.  134d). 

(b)  Unloading  requirement:  Whenever 
in  the  course  of  any  such  inspection  at 
any  port  in  the  United  States  the  in- 
spector has  reason  to  believe  that  the 
means  of  conveyance  or  container  is 
contaminated  with  material  of  animal 
(including  poultry)  origin,  such  as,  but 
not  limited  to,  meat,  organs,  glands, 
extracts,  secretions,  fat,  bones,  blood, 
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Isnnph,  urine,  or  manure,  so  as  to 
present  a  dangrer  of  the  spread  of  any 
communicable  animal  disease,  the  in- 
spector may  require  the  unloadin?  of 
tbe  means  of  conveyance  and  the 
emptying  of  the  container  if  he  or  she 
deems  it  necessary  to  enable  him  or 
her  to  determine  whether  the  means  of 
conveyance  or  container  is  in  Cact  so 
contaminated.  The  principal  operator 
of  the  means  of  conveyance  and  his  or 
her  agent  In  chargre  of  the  means  of 
conveyance  shall  comply  with  any  such 
requirement  under  the  immediate  su- 
pervision of,  and  in  the  time  and  man- 
ner prescribed  hy,  the  Inspector. 

(c)  Cleaning  and  disinfection:  When- 
ever,  upon  inspection  under  this  sec- 
tion, an  inspector  determines  that  a 
means  of  conveyance  or  shipping  con- 
tainer is  contaminated  with  material 
of  animal  origin  so  as  to  present  a  dan- 
ger of  the  spread  of  any  conmiunicable 
animal  disease,  he  or  die  shall  notify 
the  principal  operator  of  the  means  of 
conveyance  or  his  or  her  agent  in 
charge,  of  such  determination  and  the 
reqnirements  nnder  this  section.  The 
person  so  notified  shall  cause  the 
cleaning'  and  disinfection  of  such 
means  of  conveyance  and  container 
under  the  immediate  supervision  of, 
and  in  the  time  and  manner  prescribed 
by,  the  inspector. 

(d)  For  purposes  of  this  section,  the 
term  "shipping  container**  means  any 
container  of  a  type  specially  adapted 
for  use  in  transporting  any  article  on 
the  means  of  conveyance  involved. 

[55  FB  31485,  Aug.  2,  1990.  as  amended  at  59 
FR  97614,  Deo.  90,  1994.  Redesignated  and 
amraded  at  62  FR  66012, 56016.  Oct.  28. 1S07] 

Ptorts  desioiated  for  the  im- 
porlatioii  of  poanry. 

(a)  Air  and  ocean  ports.  The  following 
ports  have  APHIS  inspection  and  quar- 
antine facilities  necessary  for  quar- 
antine stations  and  all  poultry  shall  be 
entered  into  the  United  States  through 
these  stations,  except  as  provided  in 
paragraphs  (b),  (c),  (d)  and  (e)  of  this 
section:  Los  Angeles,  Caiifomla; 
Miami,  Florida;  and  Newbnrgh,  New 
York. 

(b)  Canadian  border  ports.  The  fol- 
lowlner  land  border  ports  are  designated 

as  having  the  necessary  inspection  fa- 
cilities for  the  entry  of  poultry  from 


Canada:  Easiport,  Idaho;  Houlton  and 
Jackman,  Maine:  Detroit.  Port  Huron, 
and  Sault  Ste.  Marie.  Michigan; 
Baudette,  Minnesota;  Opheim,  Ray- 
mond, and  S^reetgrass,  Montana;  Alex- 
andria Bay.  Buffalo,  and  Champlain, 
New  York;  Dunseith.  Pembina,  and 
Portal,  North  Dakota;  Derby  Line  and 
Hlghgate  Springs,  Vermont;  Blaine, 
Lynden.  Orovllle,  and  Sumas,  Wash- 
ington. 

(c)  Mexican  border  ports.  The  fol- 
lowing land  border  ports  are  designated 

as  having  the  necessary  inspection  tBir 
cilities  for  the  entry  of  poultry  from 
Mexico:  Brownsville,  Hidalgo,  Laredo, 
Eagle  Pass,  Del  Rio,  Presidio,  and  El 
Paso,  Texas;  Doi^las,  Naco,  Nogales, 
Sasabe.  and  San  Luis,  Arizona; 
Calexico  and  San  Ysidro,  California; 
and  Antelope  Wells,  and  Columbus, 
New  Mexico,  i 

(d)  Limited  ports.  The  following  ports 
are  designated  as  having  inspection  fa- 
cilities for  the  entry  of  poultry  and 
poultry  products  such  as  poultry  test 
specimens,  or  hatching  eggs  and  day 
old  chicks  which  do  not  appear  to  re- 
quire restraint  and  holding  inspection 
fiu^litles:  Anchorage  and  Fairbanks. 
Alaska;  San  DlegOt  California;  Jack- 
sonville, Port  Canaveral,  St.  Peters- 
burg-Clearwater, and  Tampa,  Florida; 
Atlanta,  Georgia;  Honolulu,  Hawaii; 
Chicago,  Illinois;  New  Orleans,  Lou- 
isiana; Portland.  Maine;  Baltimore, 
Maryland;  Minneapolis,  Minnesota; 
Great  Falls,  Montana;  Portland,  Or- 
egon; San  Juan,  Puerto  Rico;  Gal- 
veston and  Houston.  Texas:  and  Se- 
attle, Spokane,  and  Tacoma,  Wash- 
ington. 

(e)  Designation  of  other  ports.  The  Sec- 
retary of  the  Treasury  has  approved 

the  designation  as  quarantine  stations 
of  the  ports  specified  in  this  section.  In 
special  cases  other  ports  may  be  des- 

Ig-nated  as  quarantiru'  .stations  under 
this  section  by  the  Administrator,  with 
the  concurrence  of  the  Secretai'y  of  the 
Treasury. 

[55  FR  81495,  Aug.  2.  1990,  as  amended  at  58 
PR  37642.  July  13.  1993;  60  FR  16045.  Mar.  29. 
1905;  00  FR  25120,  May  11,  1095.  Redeaignated 
at  56012,  Oct.  28i  1907,  as  amended  at  CtS  FR 
38178.  June  20,  2000;  87  FR  6910.  Feb.  12,  2002] 

Effective  Date  Note:  At  67  FR  68022,  Nov. 
8,  2002,  S93Ja03(b)  was  amended  by  removing 
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the  words  "Blaine,  Lynden.  "  and  by  remov- 
ing the  comma  immediately  after  the  word 
"OrovUle".  effective  Jan.  7. 2003. 

198.904  bdport  permits  for  poollry 
and  for  poultry  test  specimens  for 
diagnostic  purposes;  and  reserva- 
tion fees  for  sj^ace  at  quarantine  fiip 
cilities  maintained  by  APHIS. 

(a)  Application  for  permit;  reservation 
required.  (1)  For  poultry  and  poultry 
test  specimens  for  dlacrnostlc  screeningr 
purposes,  intended  for  importation 
from  any  part  of  the  world,  except  as 
otherwise  provided  for  in  §§93.204(c>, 
93.214,  98.217,  and  98.218,  the  Importer 
shall  first  apply  for  and  obtain  from 
APHIS  an  import  permit.  The  applica- 
tion shall  specify  the  name  and  address 
of  the  Importer;  the  species,  breed, 
number  or  quantity  of  poultry  or  poul- 
try test  specimens  to  be  Imported:  the 
purpose  of  the  importation;  the  region 
of  origin;  the  name  and  address  of  the 
exporter:  the  port  of  embarkation  in 
the  foreitrn  leuion;  the  mode  of  trans- 
portation, route  of  travel,  and  the  port 
of  entry  In  the  United  States;  the  pro- 
posed date  of  arrival  of  the  poultry  or 
poultry  test  specimens  to  be  imported; 
and  the  name  of  the  person  to  whom 
the  poultry  or  poultry  test  specimens 
will  be  delivered  and  the  location  of 
the  place  in  the  United  States  to  which 
delivery  will  be  made  from  the  port  of 
entry.  Additional  information  may  be 
required  in  the  form  of  certificates 
concerning  specific  diseases  to  which 
the  poultry  are  susceptible,  as  well  as 
yaodnatlonB  or  other  preoantionary 
treatments  to  which  the  poultry  or 
poultry  test  specimens  have  been  sub- 
jected. Notice  of  any  such  requirement 
will  be  given  to  the  applicant  in  each 
case. 

(2)  An  application  for  permit  to  im- 
port poultry  may  also  be  denied  be- 
cause of:  Conunnnicable  disease  condi- 
tions in  the  area  or  region  of  orlg^ln,  or 
in  a  region  where  the  shipment  has 
been  or  will  be  held  or  through  which 
the  shipment  has  been  or  will  be  trans- 
ported: deficiencies  in  the  recrulatory 
programs  for  the  control  or  eradication 
of  animal  diseases  and  the  nnayall- 
ability  of  veterinary  services  in  the 
above  mentioned  reerions;  the  import- 
er's failure  to  provide  satisfactory  evi- 
dence concerning  the  origin,  history, 
and  health  status  of  the  poultry;  the 


lack  of  satisfactory  information  nec- 
essary to  determine  tbat  the  ImportSr 
tion  will  not  be  likely  to  transmit  any 

communicable  disease  to  livestock  or 
poultry  of  the  United  States;  or  any 
other  circumstances  which  the  Admin- 
istrator believes  require  such  denial  to 
prevent  the  dissemination  of  any  com- 
municable disease  of  livestock  or  poul- 
try Into  the  United  States. 

(3)(i)  The  importer  or  importer's 
RETent  shall  pay  or  ensure  payment  of  a 
reservation  fee  for  each  lot  of  poultry 
to  be  quarantined  in  a  facility  main- 
tained by  USDA.  For  poultry,  the  res- 
ervation fee  shall  be  100  percent  of  the 
cost  of  providing:  care,  feed,  and  han- 
dling during  quarantine,  as  estimated 
by  the  quarantine  facility's  veteri- 
narian in  charge. 

(ii)  At  the  time  the  importer  or  the 
Importer's  agent  requests  a  reservation 
of  quarantine  space,  the  importer  or 
importer's  agent  shall  pay  the  reserva- 
tion fee  by  check  or  U.S.  money  order 
or  ensure  payment  of  the  resei*vation 
fee  by  an  irrevocable  letter  of  credit 
from  a  commercial  bank  (the  effective 
date  on  such  letter  of  credit  shall  run 
to  30  days  after  the  date  the  poultry 
are  scheduled  to  be  released  from  quar- 
antine); except  that  anyone  who  issues 
a  check  to  the  Department  for  a  res- 
ervation fee  which  Is  returned  because 
of  insufficient  funds  shall  be  denied 
any  further  request  for  reservation  of  a 
quarantine  space  until  the  outstanding 
amount  is  paid. 

(Ill)  Any  reservation  fee  paid  by 
check  or  U.S.  money  order  shall  be  ap- 
plied against  the  expenses  incurred  for 
services  received  by  the  importer  or 
importer's  agent  In  oonneotion  with 
the  quarantine  for  which  the  reserva- 
tion was  made.  Any  part  of  the  reserva- 
tion fee  which  remains  unused  after 
being  applied  against  the  expenses  In- 
curred for  services  received  by  the  Im- 
porter or  the  importer's  agent  in  con- 
nection with  the  quarantine  for  which 
the  reservation  was  made,  shall  be  re- 
turned to  the  individual  who  paid  the 
reservation  fee.  If  the  reservation  fee  is 
ensured  by  a  letter  of  credit,  the  De- 
partment will  draw  against  the  letter 
of  credit  unless  payment  for  servires 
received  by  the  importer  or  importer  s 
agent  in  connection  with  the  quar- 
antine Is  otherwise  made  at  least  8 
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days  prior  to  the  expiration  date  of  the 

letter  of  credit. 

(iv)  Any  reservaliou  lee  shall  be  for- 
feited If  the  Importer  or  the  Importer's 
agent  fails  to  present  for  entry,  within 
24  hours  following  the  designated  time 
of  arrival,  the  lot  of  poultry  for  which 
the  reservation  was  made:  Except  that 
a  reservation  fee  shall  not  be  forfeited 
if: 

(A;  Written  notice  of  cancellation 
from  the  importer  or  the  importer's 

agent  is  received  by  the  office  of  the 
veterinarian  in  charge  of  the  quar- 
antine facility^  during  regular  business 
hours  (8:00  a.m.  to  4:30  p.m.,  Monday 
throuirh  Friday,  excludini,^  holidays)  no 
later  than  15  days  prior  to  the  begin- 
ning of  the  time  of  importation  as 
specified  in  the  Import  permit  or  as  ar- 
ranged with  the  veterinarian  in  charge 
of  the  quarantine  facility  if  no  import 
permit  is  required  (the  15  day  period 
shall  not  include  Saturdays,  Sundays, 
or  holidays),  or 

(B)  The  Administrator  determines 
that  services,  other  than  provided  by 
carriers,  necessary  for  the  importation 
of  the  poultry  within  the  requested  pe- 
riod are  unavailable  because  of  unfore- 
seen circumstances  as  determined  by 
the  Administrator,  (such  as  the  dosing 
of  an  airport  due  to  inclement  weather 
or  the  unavailability  of  the  reserved 
space  due  to  the  extension  of  another 
quarantine). 

(v)  If  the  reservation  fee  was  ensured 
by  a  letter  of  credit  and  the  fee  is  to  be 
forfeited  under  paragraph  (a)(3)(iv)  of 
this  section,  the  Department  will  draw 
against  the  letter  of  credit  unless  the 
reservation  fee  is  otherwise  paid  at 
least  3  days  prior  to  the  expiration 
date  of  the  letter  of  credit. 

(vi)  When  a  reservation  is  cancelled 
In  accordance  with  paragraph 
(a)(3)(iv)(A)  of  this  section  and  the  pro- 
visions of  paragraph  (a)(3)(iv)(B)  of  this 
section  do  not  apply,  a  $40.00  cancella- 
tion fee  shall  be  charged.  If  a  reserva- 
tion fee  was  paid,  the  cuioellation  fee 
shall  be  deducted  from  any  reservation 


^The  addresses  of  USDA  quarantine  facili- 
ties may  be  found  In  telephone  directories 
listing-  the  facilities  or  by  contacting  the 
Animal  and  Plant  Health  Inspection  Service, 
Veterinary  Sei*vlces,  National  Center  for  Im- 
port-E.\poi t.  1700  River  Road  Unit  38,  River- 
dale.  Maryland  20737-1231. 


fee  returned  to  the  importer  or  the  im- 
porter's agent.  If  the  reservation  fee 
was  ensured  by  a  letter  of  credit,  the 
Department  Iwill  draw  lAe  amount  of 
the  cancellatiion  fee  against  the  letter 
of  credit  unless  the  cancellation  fee  Is 
otherwise  paid  at  least  3  days  prior  to 
the  expiration  date  of  the  letter  of 
credit. 

(b)  Permit.  Except  as  provided  in 

paragraph  (c)  of  this  section,  when  a 
permit  is  issued,  the  original  and  two 
copies  will  be  sent  to  the  importer.  It 
shall  be  the  i  responsibility  of  the  im- 
poi'ter  to  forward  the  orig'inal  permit 
and  one  copy  to  the  shipper  in  the  re- 
gion of  origin,  and  it  shall  also  be  the 
responsibility  of  the  Importer  to  insure 
that  the  shipper  presents  the  copy  of 
the  permit  to  the  carrier  and  makes 
proper  arrangements  for  the  original 
permit  to  acbompany  the  shipment  to 
the  specified  U.S.  port  of  entry  for 
presentation  to  the  collector  of  cus- 
toms. Poultry  and  poultry  test  speci- 
mens for  diagnostic  screening  purposes 
for  poultry  Intended  for  importation 
into  the  United  States  for  which  a  per- 
mit has  been  issued,  will  be  received  at 
the  specified  port  of  entry  within  the 
time  prescribed  in  tibe  permit  which 
shall  not  exceed  14  days  from  the  first 
day  that  the  permit  is  effective  for  all 
permits,  except  that  the  time  pre- 
scribed in  permits  from  the  Importa- 
tion  of  poultry  shall  not  exceed  30 
days,  and  for  performing  or  theatrical 
poultry  shall  not  exceed  90  days.  Poul- 
try and  poultry  test  specimens  for 
which  a  permit  is  required  by  these 
regulations  will  not  be  eligible  for 
entry  if  a  permit  has  not  been  issued;  if 
unaccompanied  by  such  a  permit;  if 
shipment  is  from  any  port  Other  than 
the  one  designated  in  the  permit:  if  ar- 
rival in  the  United  States  is  at  any 
port  Other  than  the  one  designated  in 
the  permit;  if  the  poultry  or  poultry 
test  specimens  offered  for  entry  differ 
from  those  described  in  the  permit;  or 
if  the  poultry  or  poultry  test  specimens 
are  not  handled  as  outlined  In  the  ap- 
plication for  the  permit  and  as  speci- 
fied in  the  permit  issued. 

(c)  Notwithstanding  any  othei  provi- 
sions in  this  part,  importers  are  not  re- 
quired to  obtain  an  import  permit  and 
provide  the  shipper  with  an  original 
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import  permit  for  each  individual  ahip- 
ment  of  ponllxy  or  pigeons  trawritJng 

the  port  of  Anchorage,  Alaska,  it  ttkd 
following  conditions  are  met: 

(1)  The  importer  applies  for  and  ob- 
tains an  import  permit  for  multiple 
shipments  of  poultry  or  plgeOBS 
transiting  the  port  of  Anchorage.  Alas- 
ka, in  accordance  with  the  provisions 
of  this  section  and  related  require- 
ments concerning  application  for  the 
permit.  However,  the  following  infor- 
mation is  not  required  on  the  applica- 
tion: 

(1)  The  species,  breed,  and  number  of 

poultry  or  pigeons  to  be  imported: 

(ii)  The  individual  poultry  identifica- 
tion; 

(ill)  The  region  of  origin; 
(iv)  The  name  and  address  of  the  ex- 
porter: 

(V)  The  port  of  embarkation  in  the 
foreign  region; 

(vi)  The  mode  of  transportation  and 
the  route  of  travel: 

(vii)  The  proposed  date  of  arrival  of 
the  poultry  or  pigeons;  and 

(viii)  The  name  and  address  of  the 
person  to  whom  the  poultry  or  pigeons 

will  be  delivered. 

(2)  The  importer  completes  a  copy  of 
the  Import  permit  obtained  under  para- 
graph (c)(1)  of  this  section  for  each  sep- 
arate shipment  of  poultry  or  pigeons 
intended  to  transit  the  port  of  Anchor- 
age, Alaska,  by  inserting  the  following 
information  on  a  copy  of  the  permit: 

(1)  The  species,  breed,  and  number  of 
poultry  or  pigeons  to  be  imported; 

(ii)  The  region  of  origin; 

(111)  The  name  and  address  of  the  ex- 
porter: 

(iv)  The  port  of  embarkation  in  the 
foreign  region; 

(▼)  The  mode  of  transportation  and 
the  route  of  travel: 

(vi)  The  proposed  date  of  arrival  of 
the  poultry  or  pigeons;  and 

(vii)  The  name  and  address  of  the  per* 
son  to  whom  the  poultry  or  pigeons 
will  be  delivered. 

(3)  The  imjporter,  not  less  than  2 
weeks  prior  to  the  anticipated  date  of 
azxlval  of  each  separate  intransit  ship- 
ment of  poultry  or  pigeons  at  the  port 
of  Anchorage,  Alaska,  provides  the 
port  vetertnarlaa  with  a  copy  of  the 
completed  import  permit; 


(4;  A  copy  of  the  completed  import 
permit   accompanies   each  separate 

intransit  shipment  of  poultry  or  pi- 
geons to  the  port  of  Anchorage,  Alas- 
ka; 

(5)  Import  permits  issued  for  mul- 
tiple shipments  of  poultry  or  pigeoOB 
transiting  the  port  of  Anchorage.  Alas- 
ka, will  be  valid  only  during  the  cal- 
endar year  in  which  they  are  issued. 

[56  PR  91495.  Aug.  2.  1090,  as  amended  at  60 

PR  67614,  Dec.  30.  1994.  Redesi8:nated  and 
amended  at  56012.  56015,  Oct.  28.  1997J 

198,906  CartifieatoiorpoaUry. 

All  poultry,  except  eggs  for  hatChlBg* 
offered  for  importation  from  any  re- 
gion of  the  world  shall  be  accompanied 
by  a  certificate  of  a  salaried  veterinary 
officer  of  the  national  government  of 
the  region  of  origin,  or  if  exported  from 
Mexico,  shall  be  accompanied  either  by 
such  a  certificate  or  by  a  certificate 
Issued  by  a  veterinarian  accredited  by 
the  National  Government  of  Mexico 
and  endorsed  by  a  full-time  salaried 
yeterinary  officer  of  the  National  Gov- 
ernment of  Mexico,  thereby  rep- 
resenting that  the  veterinarian  issuing 
the  certlfloate  was  authorised  to  do  so. 
statinijr  that  such  poultry  and  their 
flock  or  flocks  of  origin  were  Inspected 
on  the  premises  of  origin  immediately 
before  the  date  of  moveifaent  from  such 
region  and  that  they  were  then  found 
to  be  free  of  evidence  of  communicable 
diseases  of  poultry,  and  that,  as  far  as 
it  has  been  possible  to  determine,  they 
were  not  exposed  to  any  such  disease 
common  to  poultry  during  the  90  days 
immediately  preceding  the  date  of  such 
movement  and  that  these  premises  are 
not  located  in  any  area  under  quar- 
antine during  the  preceding  90  days. 
Certificates  for  such  poultry  shall  also 
state  that  the  poultry  have  been  kept 
in  the  region  from  which  they  are  of- 
fered for  importation  for  at  least  90 
days  immediately  preceding  the  date  of 
movement  therefirom  or  since  hatched 
and  that,  as  far  as  it  has  been  possible 
to  determine,  no  case  of  European  fowl 
pest  (fowl  plague)  or  Newcastle  disease 
occurred  on  the  premises  where  such 
poultry  were  kept,  or  on  adjoining 
premises,  during  that  90-day  period.  All 
eggs  for  hatching  offered  for  importa- 
tion fnm  any  part  of  the  world,  shall 
be  accompanied  by  a  certlfloate  of  a 
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salaried  veterinary  officer  of  the  na- 
tional g-overnment  of  the  regrion  of  ori- 
gin, or  if  exported  from  Mexico,  sliail 
be  acoompanled  either  by  each  a  cer^ 
tlficate  or  by  a  certificate  issued  by  a 
veterinarian  accredited  by  the  Na- 
tional Qovernment  of  Mexico  and  en- 
dorsed by  a  ftill-tlme  salaried  veteri- 
nary offlcer  of  the  National  Govern- 
ment of  Mexico,  thereby  representing: 
that  the  veterinarian  issuing  the  cer- 
tificate was  authorized  to  do  so,  stat- 
ing tbat  the  flock  or  flocks  of  origin 
were  found  upon  inspection  to  be  free 
from  evidence  of  communicable  dis- 
eases of  poultry,  that  no  Newcastle  dls* 
ease  has  occurred  on  the  iiremlses  of 
origrln  or  on  adjoining  premises  during 
the  90  days  immediately  preceding  the 
date  of  movement  of  the  eggs  firom 
such  region,  and  that  as  far  as  it  has 
been  possible  to  determine  such  flock 
or  flocks  were  not  exposed  to  such  dis- 
ease during  the  preceding  90  days. 

[55  FR  31495,  Aug.  2.  1992.  as  amended  at  57 
FR  28080.  June  24.  1992.  Redesignated  and 
amended  at  62  FR  56012, 56015.  Oct.  28. 1907] 

Declaration  and  other  doen- 
ments  for  poultry. 

(a)  The  certificates,  declarations,  and 
affidavits  required  by  the  regulations 
In  this  part  shall  be  presented  by  the 
importer  or  his  or  her  agent  to  the  col- 
lector of  customs  at  the  port  of  entry, 
upon  arrival  of  poultry  at  such  port, 
for  the  use  of  the  veterinary  inspector 
at  the  port  of  entry. 

(b)  For  all  poultry  offered  for  impor- 
tation, the  importer  or  his  or  her  agent 
shall  first  present  two  copies  of  a  dec- 
laration whidh  shall  list  the  port  of 
entry,  the  name  and  address  of  the  im- 
porter, the  name  and  address  of  the 
broker,  the  origin  of  the  poultry,  the 
number,  breed,  species,  and  purpose  of 
the  importation,  the  name  of  the  per- 
son to  whom  the  poultry  will  be  deliv- 
ered, and  the  location  of  the  place  to 
which  snch  delivery  will  be  made, 

§98.207  Inspeotloii   at   the   port  of 
entvy* 

Inspection  shall  be  made  at  the  port 
of  entry  of  all  poultry  imported  from 
any  part  of  the  world  except  as  pro- 
vided In  and  98.220.  All  poultry 
found  to  be  free  from  communicable 
disease  and  not  to  have  been  exposed 


thereto  within  90  days  prior  to  their 
exportation  to  the  United  States  shall 
be  admitted  subject  to  the  other  provi- 
sions In  this'  part;  all  other  poultry 
shall  be  refased  entry.  Poultry  refused 
entry,  unless  exported  within  a  time 
fixed  in  each  case  by  the  Adminis- 
trator, and  in  accordance  with  other 
provisions  he  or  she  may  require  in 
each  case  for  their  handling  shall  be 
disposed  of  as  the  Administrator  may 
direct  in  accordance  with  provisions  of 
section  2  of  the  Act  of  July  2,  1962  (21 
U.S.C.  134a),  or  the  provisions  of  sec- 
tion 8  of  the  Act  of  August  30,  1890  (21 
U.S.O.  103).  Such  portions  of  the  trans- 
portlngr  vessel,  and  of  its  cargo,  which 
have  been  exposed  to  any  such  poultry 
or  their  emanations  shall  be  dis- 
infected In  snoh  manner  as  may  be  con- 
cddered  necessary  by  the  inspector  In 
charge  at  the  port  of  entry,  to  prevent 
the  introduction  or  spread  of  livestock 
or  poultry  disease,  before  the  cargo  is 
allowed  to  land. 

[55  FR  31495.  Aog.  2.  1990.  Redesignated  and 
amended  at  56012, 56015.  Oct.  28. 1997] 

S  03.208  Articles  aocompanying  poul- 
try. 

No  litter  or  manure,  fodder  or  other 
aliment,  nor  any  equipment  such  as 
boxes,  buckets,  ropes,  chains,  blankets, 
or  other  thint,'-s  used  for  or  about  poul- 
try governed  by  the  regulations  this 
part,  shall  be  landed  from  any  convey- 
ance except  nnder  snch  restrictions  as 
the  inspector  in  charge  at  the  port  of 
entry  shaU  direct. 

§08.200  Qiiarantiiw  requirements. 

(a)  Poultry,  other  than  eggs  for 
hatching,  imported,  except  as  provided 
in  §93.216  of  this  i)art.  shall  be  quar- 
antined for  not  less  than  SO  dajrs, 
counting  from  the  date  of  arrival  at 
the  port  of  entry.  During  their  quar- 
antine, such  poultry  shall  be  subject  to 
any  inspections,  disinfections,  and 
tests  as  may  be  required  by  the  Admin- 
istrator, to  determine  their  freedom 
from  communicable  diseases  of  poul- 
try, and  their  ifk«edom  firom  exposore 
to  such  diseases. 

(b)  Poultry  eggs  for  hatching  im- 
ported, except  from  regions  designated 
in  §  94.6(a)(2)  of  this  chapter  as  tree  of 
exotic  Newcastle  disease,  shall  be  quar- 
antined from  time  of  arrival  at  the 


399 


§93^10 


9  CFR  Ch.  I  (1-1-03  EdWoiO 


port  of  entry  until  hatched  and  the 
poultry  from  such  eggs  shall  remain 

quarantined  for  not  less  than  30  days 
following  hatch.  During  their  quar- 
antine, such  eggs  for  hatching  and 
poultry  from  such  eggs  shall  be  subject 
to  any  inspections,  disinfections,  and 
tests  as  may  be  required  by  the  Admin- 
istrator, to  determine  their  freedom 
from  commnnlcable  diBoaaes  of  poul- 
try. 

[55  FR  31495,  Aug.  2.  1990.  a.s  ainendod  at  81 
FR  56891,  Nov.  5,  1996.  Redesignated  and 
amended  at  62  FR  56012,  56015.  Oct.  28, 1907] 

§93.210    Poultry  quarantine  facilities. 

(a)  Privately  operated  quarantine  facili- 
ties. The  importer,  or  his  or  her  agent, 

of  poultry  subject  to  quarantine  under 
the  regulations  in  this  part  shall  ar- 
range for  acceptable  transportation  to 
the  privately  operated  quarantine  fa- 
cility and  for  the  care,  feed,  and  han- 
dling- of  the  poultry  from  the  time  of 
unloading  at  the  quarantine  port  to  the 
time  of  release  from  quarantine.  Such 
arrangements  shall  be  agreed  to  in  ad- 
vance V)y  the  Administrator.  All  ex- 
penses resulting  therefrom  or  incident 
thereto  shall  be  the  responsibility  of 
the  import  .APHTS  a.^.-minies  no  re- 
sponsiV)iIit  ,\  wii  h  i-rspect  thert't.o.  The 
quarantine  lacility  must  be  suitable  for 
the  quarantine  of  such  poal1»7  and 
must  be  approved  by  the  Admini.strator 
prior  to  the  issuance  of  any  import  per- 
mit. The  facilities  occupied  by  poultry 
should  be  kept  clean  and  sanitary  to 
the  satisfaction  of  the  inspector  as- 
signed to  supervise  the  quarantine.  If 
for  any  cause  the  care,  feed,  or  han- 
dling of  poultry,  or  the  sanitation  of 
the  facilities,  is  neglected,  in  the  opin- 
ion of  the  inspector  assitrned  to  super- 
vis*  the  quaraiiLiue,  such  services  may 
be  fomiidied  by  APHIS  in  the  same 
manner  as  thous'h  arrangements  had 
been  ma<le  for  such  services  as  provided 
by  paiagraph  (b)  of  this  section,  and  or 
the  poultry  may  be  disposed  of  as  the 
Administrator,  may  direct,  including 
sale  in  accordance  with  the  procedure 
described  in  paragraph  (b)  of  this  sec- 
tion. The  importer,  or  his  or  her  agent, 
shall  request  in  writing  such  inspection 
and  other  services  as  may  be  required, 
and  shall  waive  all  claim  against  the 
United  States  and  APHIS  or  any  em- 
ployee of  APHIS  for  damaffes  which 


may  arise  from  such  services.  The  Ad- 
ministrator may  prescribe  reasonable 

rates  for  the  services  provided  under 
this  paragraph.  When  it  is  found  nec- 
essary to  extend  the  usual  minimum 
quarantine  period,  tibe  importer,  or  his 

or  her  agent,  .shall  be  so  advised  in 
writinir  anri  shall  pay  for  such  addi- 
tional quarantine  and  other  services 
required.  Pasrment  for  all  services  r6> 
ceived  by  the  importer,  or  his  or  her 
agent,  in  connection  with  each  sepa- 
rate lot  of  poultry  shall  be  made  by 
certified  check  or  U.S.  money  order 
prior  to  release  of  the  poultry.  If  such 
payment  is  not  made,  the  poultry  may 
be  sold  in  accordance  with  the  proce- 
dure described  in  paragraph  (b)  of  this 
section,  or  otherwise  disposed  of  as  di- 
rected by  the  Administrator. 

(b)  Quarantine  facilities  maintained  by 
APHIS.  The  importer,  or  his  or  her 
agent,  of  poultry  subject  to  quarantine 
under  the  regulations  in  this  part  shall 
arrange  for  acceptable  transportation 
to  the  quarantine  facility,  and  for  the 
care,  feed,  and  handling  of  the  poultry 
from  the  time  they  arrive  at  the  quar- 
antine port  to  the  time  of  release  from 
quarantine.  Such  arrangements  shall 
be  agreed  to  in  advance  by  the  Admin- 
istrator. The  importer  or  his  or  her 
agent  shall  request  in  writing  such  in- 
spection and  other  services  as  naay  be 
required,  and  .shall  waive  all  claim 
against  the  United  States  and  APHIS 
or  any  employee  of  APHI6,  for  dam- 
ages which  may  arise  from  such  serv- 
ices. All  expenses  resulting  therefrom 
or  incident  thereto  shall  be  the  respon- 
sibility of  the  importer;  APHIS  as- 
sumes no  responsibility  with  respect 
thereto.  The  Administrator  may  pre- 
scribe reasonable  rates  for  the  .services 
provided  under  this  paratjraph.  When  it 
is  found  necessary  to  extend  the  usual 
minimum  quarantine  period,  the  im- 
poiler.  or  his  or  her  agent,  shall  be  so 
advised  in  writing  and  shall  pay  lor 
soch  additional  quarantine  and  other 
services  re(iuired.  Payment  for  services 
received  by  the  importer,  or  his  or  her 
agent,  in  connection  with  each  sepa- 
rate lot  of  poultry  shall  be  made  by 
certified  check  or  U.S.  money  order 
prior  to  release  of  the  poultry.  If  such 
payment  is  not  made,  the  poultry  may 
be  sold  in  accordance  with  the  proce- 
dure described  in  this  paragraph  or 
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otherwise  disposed  of  as  directed  by  the 
Administrator.  When  payment  is  not 
made  and  the  poultry  are  to  be  sold  to 
recover  payment  for  services  received, 
the  importer,  or  his  or  her  agent,  will 
be  notified  by  the  inspector  that  if  said 
charges  are  not  immediately  paid  or 
satisfactory  arrangements  made  for 
payment,  the  poultry  will  be  sold  at 
public  sale  to  pay  the  expense  of  care, 
feed,  and  handling  during  that  period. 
The  sale  will  be  held  after  the  expira- 
tion of  the  quarantine  period,  at  such 
time  and  place  as  may  be  designated  by 
the  General  Services  Administration  or 
other  designated  selling  agent.  The 
proceeds  of  the  sale,  after  deducting 
the  charges  for  care,  feed,  and  handling 
of  the  poultry  and  other  expenses,  in- 
cluding the  expense  of  the  sale,  shall  be 
held  in  a  Special  Deposit  Account  in 
the  United  States  Treasury  for  6 
months  from  the  date  of  sale.  If  not 
claimed  by  the  importer,  or  his  or  her 
agent,  within  6  months  from  the  date 
of  sale,  the  amount  so  held  shall  be 
transferred  from  the  Special  Deposit 
Account  to  the  General  Fond  Account 
in  the  United  States  Treasury. 

(c)  Amounts  collected  from  the  im- 
porter, or  his  or  her  agent,  for  service 
rendered  shall  be  deposited  so  as  to  be 
available  for  defraying  the  expenses  in- 
volved in  this  service. 

ItWl  <hianuitiiie  statioiis,  viaitiiif 
vestrictodf  saleB  prahiliited* 

Visitors  shall  not  be  admitted  to  the 

quarantine  enclosure  during  any  time 
that  poultry  are  in  quarantine  except 
that  an  importer  (or  his  or  her  accred- 
ited agent  or  veterinarian)  may  be  ad- 
mitted  to  the  yards  and  building-s  con- 
taining his  or  her  quarantined  poultry 
at  such  intervals  as  may  be  deemed 
necessary,  and  under  snoh  conditions 
and  restrictions  as  may  be  imposed*  by 
the  inspector  in  charge  of  the  quar- 
antine station.  On  the  last  day  of  the 
quarantine  period,  owners,  officers  or 
registry  societies,  and  others  having 
official  business  or  whose  services  may 
be  necessary  in  the  removal  of  the 
poultry  may  be  admitted  upon  written 
permission  from  the  said  inspector.  No 
exhibition  or  sale  shall  be  allowed 
within  the  quarantine  grounds. 


S  98.212  Manure    from  quarantiiied 

poultry. 

No  manure  shall  be  removed  from  the 
quarantine  premises  until  the  release 
of  the  poultry  producing  same. 

§93.213  Appearance  of  disease  among 
poottry  in  quarantine. 

If  any  contagious  disease  appears 

among  poultry  during  the  quarantine 
period  special  precautions  shall  be 
taken  to  prevent  spread  of  the  infec- 
tion to  other  poultry  in  the  quarantine 
station  or  to  those  outside  the  grounds. 
The  affected  poultry  shall  be  disposed 
of  as  the  Administrator  may  direct,  de- 
pending upon  the  nature  of  the  disease. 

Canada® 

§  98.21 4  Import  pemtt  and  dedaration 

for  poultry. 

(a)  For  poultry  intended  for  importa- 
tion from  Canada,  the  importer  shall 
first  apply  fori  and  obtain  from  APHIS 

an  import  permit  as  provided  in  §9.3.204: 
Provided,  That  an  import  permit  is  not 
required  for  poultry  if  offered  for  entry 
at  a  land  border  port  designated  in 
§  93.203(b). 

(b)  For  all  poultry  offered  for  impor- 
tation from  Canada,  the  importer  or 
his  or  her  agent  shall  present  two  cop- 
ies of  a  declaration  as  provided  in 
§93.206. 

[55  FR  31495.  Aug.  2,  1990.  Redesignated  and 
amended  at  62  FR  56012.  56015,  Oct.  28.  1997] 

§98wS15   Special  provisions. 

(a>  In-bond  shipments  from  Canada.  (1) 
PouiLry  from  Canada  transported  in- 
bond  through  the  United  States  for  im- 
mediate export  shall  be  inspected  at 
the  border  port  of  entry  and,  when  ac- 
companied by  an  import  permit  ob- 
tained under  f 98.204  of  this  part  and  all 
conditions  therein  are  observed,  shall 
be  allowed  entry  into  the  United  States 
and  shall  be  otherwise  handled  as  pro- 
vided in  paragraph  (h)  of  f 98.201.  Poul- 
try not  accompanied  by  a  permit  shall 
meet  Lhe  requirements  of  this  part  in 
the  same  manner  as  poultry  destined 
for  importation  into  the  United  States, 


8  Importations  from  Canada  shall  be  sub- 
ject to  §§93.214  to  93.216,  inclusive,  in  addi- 
tion to  other  sections  in  this  part  which  are 
in  terms  applicable  to  such  importations. 
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except  that  the  Administrator  may 
pennlt  their  inspection  at  some  other 

point  when  he  or  ahe  finds  that  such 

action  will  not  increase  the  risk  that 
communicable  disease  of  livestock  and 
poultry  will  be  disseminated  to  the 
livestock  or  poultry  of  the  United 
States. 

(2)  In-transit  shipments  through  Can- 
ada. Poultry  originating  in  the  United 
States  and  transported  directly 
throng'h  Canada  may  re-enter  the 
United  States  without  Canadian  health 
or  test  certificates  when  accompanied 
by  copies  of  the  United  States  export 
health  certificates  properly  issued  and 
endorsed  in  accordance  with  regrula^ 
tions  in  part  91  of  this  chapter:  Pro- 
vided, That,  to  qualify  for  entry,  the 
date,  time,  port  of  entry,  and  signature 
of  the  Oanadian  Port  Veterinarian  that 
inspected  the  poultry  for  entry  into 
Canada  shall  be  recorded  on  the  United 
States  health  certificate,  or  a  paper 
containing  the  information  shall  be  at- 
tached to  the  certificate  that  accom- 
panies the  poultry.  In  all  cases  it  shall 
be  determined  by  the  veterinary  in- 
spector at  the  United  t^tates  port  of 
entry  that  the  poultry  are  the  identical 
poultry  covered  by  said  certificate. 

(b)  Exhibition  poultry.  Poultry  from 
the  United  Stales  which  have  been  ex- 
hibited at  the  Royal  Agricultural  Win- 
ter Fair  at  Toronto  or  other  pubUely 
recognized  expositionB  In  Canada,  in- 
cluding racing,  rodeo,  circus,  or  stage 
exhibitions  in  Canada,  and  have  not 
been  in  that  region  for  more  than  90 
days  are  eligible  for  return  to  the 
United  States  without  Canadian  health 
or  lest  certificates,  if  they  are  accom- 
panied by  copies  of  the  United  States 
health  certificate,  issued  and  endorsed 
in  accordance  with  the  export  regula- 
tions contained  in  part  91  of  this  chap- 
ter for  entry  into  Canada:  Provided, 
That  all  poultry  offered  for  re-entry 
npon  examination  by  the  veterinary  in- 
spector at  the  U.S.  port  of  entry,  are 
found  by  the  Inspector  to  be  free  of 
communicable  diseases  and  exposure 
thereto  and  are  determined  to  be  the 
Identical  poultry  covered  by  said  cer- 
tificates or  that  they  otherwise  quali- 


fied for  entry  into  Canada  under  the 
Canadian  regulations. 

(Approved  by  the  Oflloe  of  Management  and 
Budget  under  control  number  067941000) 

[55  FR  31495.  Aug.  2.  1990.  as  amended  at  59 
FR  67133,  Dec.  29.  1994.  Redesignated  and 
amended  at  03  FR  S6012.  56015.  Oct.  28,  1997] 

§  93.216    Poultry  from  Canada. 

Poultry  imported  from  Canada  i.'^  not 
required  to  meet  the  requirements  of 
198.208  but  shall  meet  all  other  require- 
ments of  this  part  applicable  to  poultry 

or  to  animals  grenerally. 

[55  FR  31195.  Autf.  2.  1990.  RedesigTiated  and 
amended  at  62  FR  r)6012,  r>6015.  Oct.  28.  1997] 

Central  America  and  the  West 
Indies'^ 

§03.217  Import  perasit  and  deelaratimi 

for  poultry. 

(a)  For  poultry  intended  for  importa- 
tion from  regrions  of  Central  Amerioa 
or  of  the  West  Indies,  the  importer 
shall  first  apply  for  and  obtain  from 
APHIS  an  import  permit  as  provided  in 
§93.204:  Provided,  That  the  Adminls- 
trator,  when  he  or  she  finds  that  such 
action  may  be  taken  without  endan- 
gering the  livestock  or  poultry  indus- 
try of  the  United  States,  may,  upon  re- 
quest by  any  person,  authorize  the  im- 
portation by  such  person,  without  such 
application  or  permit,  from  the  British 
Virgin  Twlands  into  the  Virgin 

of  the  United  States,  of  poultry  con- 
signed for  immediate  slaughter,  and 
such  authorization  may  be  limited  to  a 
particular  shipmoit  or  extend  to  all 
shipmMits  under  this  paragraph  by 
such  person  during  a  specified  period  of 
time. 

(b)  For  all  poultry  offered  for  Impor- 
tation from  regions  of  Central  America 
or  of  the  West  Indies,  the  importer  or 
his  or  her  agent  shall  present  two  cop- 
ies of  a  declaration  as  provided  in 
§93.206. 

(c)  All  poultry  offered  for  importa- 
tion from  regions  of  Central  America 


^Importatioiis  from  regions  of  Central 

America  and  the  We.st  Indies  shall  be  subject 
to  §93.217,  in  addition  to  other  sections  in 
this  part,  which  are  in  terms  applioable  to 
such  Importations. 
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and  the  West  Indies  shall  also  meet  the 
additional  requirements  in  §§93.205. 
98.207.  93.209.  and  93.210  to  qualify  for 
entry.  All  poultry  which  fail  to  meet 
these  requirements  shall  be  rejected 
entry  and  shall  be  disposed  of  as  di- 
rected by  the  Administrator  in  accord- 
ance with  applicable  laws. 

[55  FR  31496,  Aug.  2,  1990.  Redesignated  and 
unended  at  62  FR  S6012. 56015.  Oct.  28. 1997] 

Mexico  • 

S  83^218   Import  permits  and  applicA- 
tions  for  inspection  for  poultry. 

(a;  For  poultry  intended  for  importa- 
tion firom  Mexico,  the  importer  shall 
first  apply  for  and  obtain  from  APHIS 
an  import  permit  as  provided  in  §93.204. 

(b)  For  poultry  intended  for  importa- 
tion into  the  United  States  from  Mex- 
ico, the  importer  or  his  or  her  agent 
shall  deliver  to  the  veterinary  inspec- 
tor at  the  port  of  entry  an  application, 
in  writing,  for  inspection,  so  that  the 
veterinary  inspector  and  customs  rep- 
resentatives may  make  mutually  satis- 
factory arrangements  for  the  orderly 
inspection  of  the  poultry. 

tS5  FR  31495.  Au^ .  2.  1990.  Redesignated  and 
amended  at  62  FR  50012. 50016,  Oct.  28, 1997] 

§  93.219   Declaration  for  poultry. 

For  all  poultry  offered  for  importa- 
tion from  Mexico,  the  importer  or  his 

or  her  aerent  shall  present  two  copies  of 
a  declaration  as  provided  in  §93.206. 

[55  FR  31495.  Aug.  2,  1990.  Redesignated  and 
amended  at  62  FR  56012,  56016.  Oct.  28.  1997] 

S  98.220   Inspection  at  port  of  entry. 

(a)  All  poultry  offered  for  entry  from 
Mexico,  including  such  poultry  in- 
tended for  movement  through  the 
United  States  in  bond  for  immediate 
return  to  Mexico,  shall  be  Inspected  at 
the  port  of  entry,  and  all  such  poultry 
found  to  be  free  from  communlcahle 
disease  and  fever  tick  infestation  and 
not  to  have  been  exposed  thereto,  shall 
be  admitted  into  the  United  States 
snhjeot  to  the  other  applicable  provi- 
sions of  this  part.  Poultry  found  to  be 


■Importations  from  Mexico  shall  be  sub- 
ject to  §§93.218  to  93.220  inclusive,  in  addition 
to  other  sections  in  this  part  which  are  In 
terms  applicable  for  such  Importations. 


affected  with  or  to  have  been  exposed 
to  a  communicable  disease,  or  infested 
with  fever  ticks,,  shall  be  refused  entry. 
Poultry  refused  entry,  unless  exported 
within  a  time  fixed  in  each  case  by  the 
Administrator,  shall  be  disposed  of  as 
said  Administrator  may  direct. 

(b;  Poultry  covered  by  paragraph  ta> 
of  this  section  shall  be  imported 
through  irarts  designated  in  {93^108. 

[56  FR  31495.  Aug.  2.  1990.  as  amended  at  57 
FR  12190.  Apr.  9.  1992.  Redesignated  and 
amended  at  62  FR  56012,  56016.  Oct.  28, 1907] 

Subiiart  C— Honet 

§98.300  Definitions. 

Wherever  in  this  subpart  the  fol- 
lowing tonus  are  used,  unless  the  con- 
text otherwise  requir^^r^  they  shall  be 
construed,  respectively,  to  mean: 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1,  2,  3,  and  11  of 
subchapter  A,'  and  subchapters  B,  C. 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
State-Federal  disease  control  and 
eradication  programs. 

Administrator  >  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service,  'United  States  Depart- 
ment of  Agriculture,  to  whom  author- 
ity has  been  or  may  be  delegated  to  act 
in  the  Administrator's  stead. 

AnimaU.  Cattle,  sheep,  goats,  other 
ruminants,  swine,  horses,  assss,  mules, 
zebras,  dogs,  and  poultry. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

APHIS  representative.  A  veterinarian 

or  other  individual  employed  by  the 
Animal  and  Plant  Health  Inspection 
Service,  United  States  Department  of 
Agriculture,  who  is  authorised  to  pei^ 
form  the  services  required  by  this  part. 

Code  of  practice.  A  voluntary  system 
of  procedures  designed  to  reduce  dis- 
ease spread,  thitt  is  established  by  the 
veterinarians  and  horse  industry  in  a 
region  and  that  includes  procedures  for 
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the  following':  Testing^  for  and  treat- 
ment of  the  diseases,  quarantine  of 
honee  that  are  affected  witii  or  are 
snapeoted  of  being  affected  with  the 
disease,  certification  of  whether  horses 
have  been  affected  with  or  exposed  to 
the  disease,  and  hygiene  for  personnel 
conducting  treatments  and  specimen 
collections. 

Communicable  disease.  Any  con- 
tagions, infeotloas,  or  commnnlcable 
disease  of  domestic  livestock,  poultry 
or  other  animals. 

Department.  The  United  States  De- 
partment of  Agriculture  (USDA). 

Fever  tick.  Boophilus  annulatus,  in- 
cluding, but  not  limited  to.  the  vari- 
eties Americana  and  Australia. 

Horses.  Horses,  asses,  mules,  and  ze- 
bras. 

Immedidfp  slaughter.  Consignment  di- 
rectly from  the  port  of  entry  to  a  rec- 
ognized slaughtering  establishment  ^ 
and  slaughter  thereat  within  two 
weeks  from  the  date  of  entry. 

Inspector.  An  employee  of  the  Animal 
and  Plant  Health  Inspection  Service 
anthorlsed  to  perform  duties  required 
under  this  subpart. 

Licensed  \'eterinarian.  Any  person  li- 
censed by  any  country  or  political  sub- 
division thereof  to  practice  veterinary 
medicine. 

Operator.  For  the  purposes  of  §93.308. 
any  person  operating  an  approved  quar- 
antine facility. 

Pe'Tfions.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society  or  joint  stock  company. 

Port  Veterinarian.  A  veterinarian  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  to  perform  duties 
required  under  this  part  at  a  port  of 
entry. 

Rpcngni::pd  slaughtering  establishment.^ 
An  establishment  where  slaughtering 
operations  are  regularly  carried  on 
under  federal  or  state  inspection  and 
which  has  been  approved  by  the  Animal 
and  Plant  Health  Inspection  Service  to 
receive  animals  for  slaughter  under 
this  part. 


'The  name  of  recognized  slauphterins:  es- 
tablishments approved  under  this  part  may 
be  obtained  ftom  the  Area  Veterinarian  in 
Charfre.  Veterinary  Services,  for  the  State  of 
destination  of  tiie  aihlpment. 

'See  footnote  1  to  sabpart  0. 
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Region.  Any  defined  geographic  land 
area  identifiable  by  geological,  polit- 
ical, or  survejred  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish. Province.  State,  etc.) 

(3)  Parts  of  several  national  entities 
combined  into  an  area;  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 

State  animal  health  official.  The  State 
official  responsible  for  livestock  and 
poultry  disease  control  and  eradication 
programs. 

United  States.  All  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia, Guam,  Northern  Mariana  Islands, 
Puerto  Rico,  the  Virgin  Islands  of  the 
United  States,  and  all  other  Territories 
and  Possessions  of  the  United  States. 

Veterinarian  in  Charge.  The  veteri- 
nary official  of  the  Animal  and  Plant 
Health  Inspection  Service,  United 
States  Department  of  Agriculture,  who 
is  assigned  by  the  Administrator  to  su- 
pervise and  perform  the  official  animal 
health  work  of  the  Animal  and  Plant 
Health  Inspection  Service  in  the  State 
concerned. 

Veterinary  Services.  The  Veterinary 
Services  unit  of  the  Department. 

IVeofiHiip  or  yearling.  Any  horse, 
weaned  from  its  dam,  that  was  foaled 
not  more  than  731  days  prior  to  its 
being  offered  for  entry  into  the  United 
States.  A  horse  will  not  br-  considered 
to  be  a  weanling  or  yearling  if  its  first 
permanent  incisors  have  erupted. 

[55  FR  31495,  Aug.  2.  1990.  as  amended  at  56 
PR  18480,  Apr.  17.  1991:  61  FB  82239,  Oct.  7. 
1996.  Redesignated  and  amended  at  M  FB 
56012.  56016,  Oct.  28,  1997] 

(98,801  General  ptnWWti<wie;  excep- 
tions. 

(a)  No  horse  or  product  subject  to  the 
provisions  of  this  part  shall  be  brought 
into  the  United  States  except  In  ac- 
cordance with  the  regulations  in  this 
part  and  part  94  of  this  subchapter:^ 
nor  shall  any  such  horse  or  product  be 
handled  or  moved  aftw  physical  entry 


^Importation.'^  of  certain  anlmal.«;  from  var- 
ious regions  are  absolutely  prohibited  under 
part  94  because  of  qieciflc  diseases. 
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into  the  United  States  before  final  re- 
lease fi'om  quarantine  or  any  other 
form  of  governmental  detention  except 
in  compliance  with  sach  regulations; 
Provided.  That,  the  Administrator  may 
upon  request  in  specific  cases  permit 
horses  to  be  brought  into  or  through 
the  United  States  under  such  condi- 
tions as  he  or  she  may  prescribe,  when 
he  or  she  determines  in  the  specific 
case  that  such  aiction  will  not  endanger 
the  livestock  or  poultry  of  the  United 
States. 

(b)  The  provisions  in  this  part  93  re- 
lating to  horses  shall  not  apply  to 
healthy  horses  in  transit  through  the 
United  States  if  they  are  not  known  to 
be  infected  with  or  exposed,  within  60 
days  preceding  the  date  of  export  from 
the  region  of  origin,  to  communicable 
diseases  of  horses  if  an  import  permit 
has  been  obtained  under  §93.304  of  this 
chapter  and  all  conditions  therein  are 
observed:  and  if  such  horses  are  han- 
dled as  follows: 

They  are  maintained  under  con- 
tinuous conflnenient  in  transit  through 
the  United  States  aboard  an  aircraft, 
ocean  vessel,  or  other  means  of  convey- 
ance; or 

(11)  They  are  unloaded,  in  the  course 

of  such  transit.  Into  a  horse  holding  fa- 
cility which  is  provided  by  the  carrier 
or  its  agent  and  has  been  approved-^  in 
advance  by  the  Administrator  in  ac- 
cordance with  para^aph  (b)(3)  of  this 
section  as  adequate  to  prevent  the 
spread  within  the  United  States  of  any 
livestock  or  poullary  disease,  and  they 
are  maintained  there  under  continuous 
confinement  until  loaded  aboard  a 
means  of  conveyance  for  transpor- 
tation from  the  United  States  and  are 
maintained  under  continuous  confine- 
ment aboard  such  means  of  conveyance 
until  it  leaves  the  United  States;  the 
import  permit  will  specify  any  addi- 
tional conditions  necessary  to  assure 
that  the  transit  of  the  horses  throug-h 
Llie  United  Wtales  can  be  made  without 
endangering  the  livestock  or  poultry  of 
the  United  States,  and  that  Depart- 
ment inspectors  may  inspect  the  horses 


*Such  permit  may  be  obtained  firom  the 

Aninial  and  Plant  Health  Inspection  Service. 
Veterinai'y  Services,  National  Center  for  Im- 
port-Export, 4700  River  Road  Unit  38,  Rivar- 

lial,-.  Maryland  20737  1231. 
^  bee  footnote  4  to  subpart  C. 


on  board  such  means  of  conveyance  or 
in  such  holdinsj:  facility  as  provided  in 
section  5  of  the  Act  of  July  2.  1962  (21 
U.S.C.  134d)  to  ascertain  whether  the 
requirements  of  this  pai-agraph  are 
met.  and  dispose  of  them  in  accordance 
witii  section  2  of  the  Act  of  July  2,  1962 
(21  U.S.C.  134a)  If  such  conditions  are 
not  met:  and 

(2)  Tlie  carrier  or  its  as^ent  executes 
and  furnishes  to  the  collector  of  Cus- 
toms at  the  first  port  of  arrival  a  dec- 
laration  stating-  that  the  horses  will  be 
retained  aboard  such  means  of  convey- 
ance or  in  an  approved  holding  facility 
during  transshipment  as  required  by 
this  paragraph. 

(3^  Provisions  for  the  approval  of  fa- 
cilities required  in  this  paragraph  are: 

(I)  They  must  be  sufficiently  Isolated 
to  prevent  direct  or  indirect  contact 
with  all  other  animals  and  birds  while 
in  the  United  States. 

(II)  They  must  be  so  constructed  that 
they  provide  adequate  protection 
ag-ainst  environmental  conditions  and 
can  be  adequately  cleaned,  washed  and 
disinfected. 

(ill)  They  must  provide  for  disposal  of 
horse  carcasses,  manure,  beddinir. 
waste  and  any  related  shipping  mate- 
rials in  a  manner  that  will  prevent  dis- 
semination of  disease. 

(iv)  They  must  have  provisions  for 
adequate  sources  of  feed  and  water  and 
for  attendants  for  the  care  and  feeding 
of  horses  in  the  feujility. 

(v)  They  must  comply  with  nddi- 
tional  requirements  as  may  be  imposed 
by  the  Administrator  if  deemed  appli- 
cable for  a  particular  shipment. 

(vi)  They  must  also  comply  with  all 
applicable  local.  State  and  Federal  re- 
quirements for  environmental  quality 
and  with  the  provlalons  of  the  Animal 
Welfare  Reerulations  in  chapter  I  of  this 
title,  as  applicable. 

(c)  Specific  prolnbitiuns  regarding  con- 
tagious equine  metrilis;  exceptiona — (1) 
Importation  prohibited.  Except  as  pro- 
vided in  paragraph  (c)(2)  of  this  sec- 
tion, notwithstanding  the  other  provi- 
sions of  this  part  concerning  the  im- 
portation of  horses  into  the  United 
States,  the  importation  of  all  horses 
from  any  of  the  following  listed  regions 
and  the  Importation  of  all  horses  that 
have  been  in  any  listed  resrion  within 
the  12  months  immediately  preceding 
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tlieir  being  offered  for  entry  into  the 
United  States  Is  prohibited,  eitli«r  be- 
cause contagrious  equine  metritis 
(CEM)  exists  in  the  listed  region  or  be- 
cause the  listed  region  trades  horses 
freely  with  a  region  In  which  CEM  ex- 
ists without  testing  for  CEM:  Austria, 
Belgium,  Bosnia  and  Herzegrovina,  Cro- 
atia, Czech  Republic,  Denmark,  Fin- 
land, Prance,  Germany,  Gainea^Blssaa, 
Ireland,  Italy,  Japan,  the  Member 
States  of  the  European  Union,  The 
Netherlands,  Norway,  Slovakia,  Slo- 
▼enia,  Sweden,  Switzerland,  The 
Former  Yugoslav  Republic  of  Mac- 
edonia, the  United  Kingdom  (England. 
Northern  Ireland,  Scotland,  Wales,  and 
the  Isle  of  Man),  and  the  nonrecognlzed 
areas  of  the  former  Yngoslavia  (Monte- 
negro and  Serbia). 

Note:  Montenegro  and  Serbia  have  as- 
serted the  formation  of  a  Joint  independent 
State  entitled  "The  Federal  Republic  of 
Yngoslavia.  ■■  but  this  entity  lias  not  been 
formally  recognized  by  the  United  States. 

(2)  Exceptions.  The  provisions  of  para- 
graph (c)(1)  of  this  section  shall  not 
apply  to  the  following: 

(1)  Wild  (non-domesticated)  species  of 
equidat^  if  capturod  in  the  wild  or  im- 
ported from  a  zoo  or  other  facility 
where  it  would  be  unlikely  that  the 
animal  would  come  in  contact  with  do- 
mesticated horses  used  for  breeding; 

(ii)  Geldings; 

(ill)  Weanlings  or  yearlings  whose 

age  Is  certified  on  the  Import  health 
certificate  required  under  §93.314(a"): 

(iv;  Horses  imported  in  accordance 
with  conditions  prescribed  by  the  Ad- 
ministrator as  provided  in  §93.3m(a): 

(V)  Spani.sh  Pure  Breed  hoi'ses  im- 
ported lor  permanent  entry  from  Spain 
or  thoroughbred  horses  imported  for 
permanent  entry  from  France.  Ger- 
many. Ireland,  or  the  United  Kingdom 
if  the  horses  meet  the  requirements  of 
paragraph  (d)  of  this  section; 

(vi)  Stallions  or  mares  over  731  days 
of  aee  imported  for  permanent  entry  if 
the  horses  meet  the  requirements  of 
paragraph  (e)  of  this  section; 

(vii)  Horses  over  731  days  of  age  im- 
ported into  the  United  States  for  no 
more  than  90  days  to  compete  in  speci- 
fied events  If  the  horses  meet  the  re- 
quirements of  paragraph  (f)  of  this  seo^ 
tion;  and 

(viii)  Horses  temporarily  exported 
from  the  United  States  or  from  another 


region  not  known  to  be  affected  with 
CBM  to  a  rei^on  listed  in  paragraph 
(cKD  of  this  section  within  the  12 
months  Immediately  preceding  their 
being  offered  for  entry  into  the  United 
States  if  the  horses  meet  the  require- 
ments of  paragraph  (g)  of  this  section. 

(d)  Spanish  Pure  Breed  horses  from 
Spain  and  thoroughbred  horses  from 
France,  Germany,  Ireland,  and  the  United 
Kingdom,  (1)  Spanish  Pure  Breed  horses 
from  Spain  and  thoroughbred  horses 
from  France.  Germany.  Ireland,  and 
the  United  Kingdom  may  be  imported 
for  permanent  entry  if  the  horses  meet 
the  following  requirements: 

(i)  Each  horse  is  accompanied  at  the 
time  of  importation  by  an  import  per- 
mit in  accordance  with  {98.304; 

(ii)  Each  horse  is  accompanied  at  the 
time  of  importation  by  an  Import 
health  certificate  issued  in  accordance 
with  198.814(a).  In  addition  to  the  infoi^ 
matlon  required  by  § 93.314(a).  the  vet- 
erinarian signing  and  Issuing  the  cer- 
tificate must  certify  that: 

(A)  He  or  she  has  examined  the  dally 
records  of  the  horse's  activities  main- 
tained by  the  trainer  and  certified  to 
be  current,  true,  and  factual  by  the 
veterinarian  in  charge  of  the  training 
or  racing  stable; 

(B)  He  or  she  has  examined  the 
records  of  the  horse's  activities  main- 
tained by  a  breed  association  specifi- 
cally approved  by  the  Department "  and 
certified  by  the  breed  association  to  be 
current,  true,  and  factual  for  the  fol- 
lowing information: 

(1)  Identifioation  of  the  horse  by 
name,  sex,  age,  breed,  and  all  identi- 
fying marks; 

(2)  Identification  of  all  premises 
where  the  horse  has  been  since  reach- 
Ing  731  days  of  age  and  the  dates  that 
the  horse  was  at  such  premises; 

(J)  For  thoroughbred  horses,  that 
none  of  the  premises  where  the  horse 
has  been  since  reaching  731  days  of  age 
are  breeding  premises;  and 


"The  fullowint;  breed  aijsociution.s  and  their 
record  systeni.s  have  been  approved  by  the 
Department:  Jefatura  de  Cria  Caballar 
Registro  Maliicula  for  Spain;  Weatherby's 
Ltd.  for  the  Unit  i  d  Kingdom  and  Ireland; 
Haras  dn  Pain  for  France:  and  Direktorium 
fur  Voilblutzuciit  und  Rennen  e.v.  for  Ger- 
many. 
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(4)  For  Spanish  Pure  Breed  horses 
from  Spain,  that  since  reaching  731 
days  of  age: 

(<)  The  horse  has  never  been  on  a 
premises  that  is  exclusively  a  breeding 
premises; 

(ii)  The  horse  has  never  been  bred; 

im)  Breed int^  of  the  horse  has  never 
been  attempted:  and 

(iv)  The  horse  has  never  been  com- 
mingled and  left  unattended  with  adult 
horses  of  the  opposite  sex; 

(C)  He  or  she  has  compared  the 
records  maintained  by  the  approved 
breed  association  with  the  records  kept 
by  the  trainer  and  has  found  the  infor- 
mation in  those  two  sets  of  records  to 
be  consistent  and  current; 

(D)  For  Spanish  Pure  Breed  horses 
and  thoroughbred  horses  over  731  days 
of  age.  cultures  negative  for  CEM  were 
obtained  from  sets  of  specimens  col- 
lected on  3  separate  occasions  witliin  a 
7-day  period  firom  the  mucosal  surfaces 
of  the  clitoral  fossa  and  the  clitoral  si- 
nuses of  any  female  horses  and  from 
the  surfaces  of  the  prepuce,  the 
urethral  sinus,  and  the  fossa  glandis, 
includinir  the  diverticulum  of  the  fossa 
grlandis.  of  any  male  horses.  For  both 
female  and  male  horses,  the  sets  of 
specimens  must  be  collected  on  dasrs  1, 
4.  and  7  of  the  7-day  period,  and  the  last 
of  these  sets  of  specimens  must  be  col- 
lected within  30  days  of  exportation. 
All  specimens  required  by  this  para^ 
graph  must  be  collected  by  a  licensed 
veterinarian  who  either  is,  or  is  acting: 
in  the  presence  of.  the  veterinarian 
signing  the  certificate;  and 

(E)  All  specimens  required  by  para- 
R-raph  (d)(l){ii)(D)  of  this  section  were 
received  within  48  hours  of  collection 
by  a  laboratory  approved  to  culture  for 
CEM  by  the  national  veterinary  service 
of  the  region  of  export  and  were  accom- 
panied by  a  statement  indicating  the 
date  and  time  of  their  ooUeotion. 

(2)  If  any  specimen  collected  in  ac- 
cordance with  paragraph  (d)(l)(ii)(D)  of 
this  section  is  found  to  be  positive  for 
CEM.  the  horae  must  be  treated  for 
CBM  in  a  manner  approved  by  the  na- 
tional veterinary  service  of  the  region 
of  export.  After  the  treatment  is  com- 
pleted, at  least  21  days  must  pass  be- 
fore the  horse  will  be  eligible  to  be 
tested  again  In  accordance  with  para- 
graph (d)(l)(ii)(D)  of  this  section.  All 


treatments  performed,  and  the  dates  of 
the  treatments,  must  be  recorded  on 
the  health  certificate. 

(3)  Spanish  Pure  Breed  horses  and 
thoroughbred  horses  imported  under 
paragraph  cd)(l)  of  this  section  may  be 
released  upon  completion  of  the  Fed- 
eral quarantine  required  under  §93.306. 
Spanish  Pure  Breed  horses  and  thor- 
oughbred horses  found  positive  for 
GEM  that  have  been  treated  and  re> 
tested  as  provided  in  paragraph  (d)(2)  of 
this  section  shall,  upon  completion  of 
the  Federal  quarantine  required  under 
§93.308,  be  consigned  to  an  approved 
State  listed  in  parsigraph  (h)(6)  or  (h)(7) 
of  this  section,  where  they  shall  be 
quarantined  under  State  or  Federal  su- 
pervision until  the  stallions  have  met 
the  testing  and  treatment  require- 
ments  of  paragraph  (e)(3)  of  this  sec- 
tion and  the  mares  have  met  the  test- 
ing and  treatment  requirements  of 
paragraph  (e)(6)  of  this  section. 

(e)  Stallions  and  mares  over  731  days  of 
age  from  CEM-affcctcd  regions.  (1)  Stal- 
lions or  mares  over  731  days  of  age  may 
be  imported  for  permanent  entry  from 
a  region  listed  in  paragraph  (c)(1)  of 
this  section  if  the  horses  meet  the  fol- 
lowing requirements: 

(1)  Each  horse  is  accompanied  at  the 
time  of  importation  by  an  import  per- 
mit issued  in  accordance  with  §93.304. 
The  import  permit  must  indicate  that, 
after  completion  of  the  Federal  quar- 
antine required  in  §93.308,  the  stallion 
or  mare  will  be  consigned  to  a  State 
that  the  Administrator  has  approved  to 
receive  such  horses  in  accordance  with 
paragraph  (h)  of  this  section; 

(ii)  The  horses  are  accompanied  at 
the  time  of  importation  by  an  import 
heall^  certificate  issued  in  accordance 
with  §  93.314(a): 

(iii)  A  set  of  specimens  must  be  col- 
lected from  each  horse  within  30  days 
prior  to  the  date  of  export  by  a  licensed 
veterinarian  wiho  either  is,  or  is  acting 
in  the  presence  of.  the  veterinarian 
signing  the  certificate.  For  stallions, 
the  specimens  must  be  collected  from 
the  prepuce,  urethral  sinus,  and  fossa 
glandis.  including  the  diverticulum  of 
the  fossa  glandis;  for  mares,  the  speci- 
mens must  be  collected  from  the 
mucosal  surfaces  of  the  clitoral  fossa 
and  the  clitoral  sinuses.  All  of  the 
specimens  collected  must  be  cultured 
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for  CBM  with  negative  results  in  a  lab- 
oratory approved  to  culture  for  CEM 
by  the  national  veterinary  service  of 
the  region  of  origin; 

(!▼)  The  horses  described  on  the  cer^ 
tificate  must  not  have  been  used  for 
natural  breeding,  for  the  collection  of 
semen  for  artificial  insemination  in 
the  case  of  stallions,  or  for  artificial 
insemination  in  the  case  of  mares, 
from  the  time  the  specimens  were  col- 
lected through  the  date  of  export; 

(y)  All  specimens  required  by  para- 
graph (e)(l)(iii)  of  this  section  must  be 
received  within  48  hours  of  collection 
by  a  laboratory  approved  to  culture  for 
CBM  by  the  national  veterinary  service 
of  the  region  of  export  and  must  be  ac- 
companied by  a  statement  indicating 
the  date  and  time  of  their  collection; 
and 

(vi)  If  any  speolmen  collected  in  ac- 
cordance with  paragraph  <p)(l)(iii)  of 
this  section  is  found  to  be  positive  for 
CEM«  the  stallion  or  mare  must  be 
treated  for  CSBM  in  a  manner  approved 
by  the  national  veterinary  service  of 
the  region  of  export.  After  the  treat- 
ment is  completed,  at  least  21  days 
must  pass  before  the  horse  will  be  eligi- 
ble to  be  tested  again  in  accordance 
with  paragraph  (e)(l)(ii)  of  this  section. 
All  treatments  performed,  and  the 
dates  of  the  treatments,  must  be  re- 
corded on  the  health  certificate. 

(2)  Post-entry,  (i)  Stallions  and  mares 
imported  under  paragraph  (eXD  of  this 
section  must  complete  the  Federal 
quarantine  required  under  §93.308. 
Upon  completion  of  the  Federal  quar- 
antine, stallions  must  be  sent  to  an  ap- 
proved State  listed  in  paragraph  (h)(6) 
of  this  section,  and  mares  must  be  sent 
to  an  approved  State  listed  in  para- 
graph (h)(7)  of  this  section. 

(li)  Once  in  the  approved  State,  the 
stallions  or  mares  shall  be  quarantined 
under  State  or  Federal  supervision 
until  the  stallions  have  met  the  testing 
and  treatment  requirements  of  para- 
graph (e)(3)  of  this  section  and  the 
mares  have  met  the  testing  and  treat- 
ment requirements  of  paragraph  (e)(5) 
of  this  section. 

(iii)  All  tests  and  cultures  required 
by  paragraphs  (e)(3)  through  (e)(5)  of 
this  section  shall  be  conducted  at  the 
National  Veterinary  Services  Labora- 
tories, Ames.  lA,  or  at  a  laboratory  ap- 


proved by  the  Administrator  in  accord- 
ance with  paragraph  (i)  of  this  section 
to  conduct  CEM  cultures  and  testa. 

(iv)  To  be  eligible  for  CEM  culture  or 
testing,  all  specimens  collected  in  ac- 
cordance with  paragraphs  (e)(3) 
through  (e)(5)  of  this  .section  must  be 
received  by  the  National  Veterinary 
Services  Laboratories  or  the  approved 
laboratory  within  48  hours  of  collection 
and  must  be  accompanied  by  a  state- 
ment indicating  the  date  and  tune  of 
their  collection. 

(3)  Testing  and  treatment  requirements 
for  stallinris.  (i)  Once  the  stallion  is  in 
the  approved  State,  one  specimen  each 
shall  be  taken  from  the  prepuce,  the 
urethral  sinus,  and  the  fossa  glandls, 
including  the  diverticulum  of  the  fossa 
glandls,  of  the  stallion  and  be  cultured 
for  OEM.  After  negative  results  have 
been  obtained,  the  stallion  must  be 
test  bred  to  two  test  mares  that  meet 
the  requirements  of  paragraph  (e)(4)  of 
this  section.  Upon  completion  of  the 
test  breeding: 

( A )  The  stallion  must  be  treated  for  5 
consecutive  days  by  thoroughly  clean- 
ing and  washing  (scrubbing)  its  pre- 
puce, penis,  including  the  fossa  glandls, 
and  m-ethral  sinus  while  the  stallion  is 
in  full  erection  with  a  solution  of  not 
less  than  2  percent  surgical  ecrub 
chlorhexidlne  and  then  thoroughly 
coating  (packing)  the  stallion's  pre- 
puce, penis,  including  the  fossa  glandls, 
and  urethral  sinus  with  an  ointment  ef- 
fective against  the  CEM  organism."^ 
The  treatment  shall  be  performed  by 
an  accredited  veterinarian  and  mon- 
itored by  a  State  or  Federal  veteri- 
narian. 

(B)  Each  mare  to  which  the  stallion 
has  been  test  bred  shall  be  cultured  for 
CEM  from  sets  of  specimens  that  are 
collected  from  the  mucosal  snrfooes  of 
the  clitoral  fossa  and  clitoral  sinuses 
on  the  third,  sixth,  and  ninth  days 
after  the  breeding,  with  negative  re- 
sults. A  complement  fixation  test  for 
CEM  must  be  done  with  negative  re- 
sults on  the  fifteenth  day  after  the 
breeding. 


"A  list  of  ointments  effective  against  the 
CEM  orsaaism  may  be  obtained  from  the  Nar 
tional  Center  for  Import  and  Export,  Import/ 
Export  Animals,  VS,  APHIS.  4700  River  BOSd 
Unit  39,  Riverdale,  MD  20787-1231. 
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(ii)  If  any  culture  or  test  required  by 
this  paragraph  is  positive  for  CEM.  the 
stallion  shall  be  treated  as  described  in 
paragraph  (e)(3)(i)(A)  of  this  section 
and  retested  by  being  test  bred  to  two 
mares  no  less  than  21  days  after  the 
last  day  of  treatment. 

(ill)  A  stallion  may  be  released  from 
State  quarantine  only  if  all  cultures 
and  teats  of  specimens  from  the  mares 
used  for  lest  breeding  are  negative  for 
CEM  and  all  cultures  performed  on 
specimens  taken  fixim  the  stallion  are 
negative  for  CEM. 

(4)  Requirements  for  test  mares,  (i) 
Mares  to  be  used  to  test  stallions  for 
CEM  shall  be  permanently  identified 
before  the  mares  are  used  for  such  test- 
ing with  the  letter  "T."  The  marking 
shall  be  permanently  applied  by  an  in- 
spector, a  State  Inspector,  or  an  ac- 
credited veterinarian  who  shall  use  a 
hot  iron,  freezemarklng,  or  a  lip  tat- 
too. If  a  hot  iron  or  freezemarklng  is 
used,  the  marking'  shall  not  be  less 
than  2  inches  (5.08  cm)  high  and  shall 
be  applied  to  the  left  shoulder  or  left 
side  of  the  neck  of  the  mare.  If  a  lip 
tattoo  is  used,  the  marking  shall  not 
be  less  than  1  inch  (2.54  cm)  high  and 
0.75  inch  (1.9  cm)  wide  and  shall  be  ap- 
plied to  the  inside  surface  of  the  upper 
lip  of  the  test  mare. 

(ii>  The  test  mares  must  be  qualified 
prior  to  breeding-  as  apparently  free 
from  CEM  and  may  not  be  used  for 
breeding  from  the  time  specimens  are 
taken  to  qualify  the  mares  as  free  from 
CEM.  To  qualify,  each  mare  shall  be 
tested  with  negative  results  by  a  com- 
plement fixation  test  for  CEM,  and 
specimens  taken  fk«m  each  mare  shall 
be  cultured  negative  for  CEM.  For  cul- 
ture, sets  of  specimens  shall  be  col- 
lected on  the  first,  fourth,  and  seventh 
days  of  a  7-day  period  from  the 
mucosal  surfaces  of  the  clitoral  fossa 
and  clitoral  sinuses 

(ill)  A  test  mare  that  has  been  used 
to  test  stallions  for  CEM  may  be  re- 
leased from  quaj^antine  only  if: 

(A)  The  test  mare  is  found  negative 
for  CEM  on  all  cultures  and  tests  re- 
quired under  paragraph  (eXSKii)  of  this 
section;  or 

(B)  Tlie  test  mare  is  subjected  to  an 
ovariectomy  by  an  accredited  veteri- 
narian uzider  the  direct  supervision  of  a 
State  or  Federal  veterinarian;  or 


(C)  The  test  mare  is  treated  and  han- 
dled  in   accordance  with  paragraph 

(e)(5)  of  this  section;  or 

(D)  The  test  mare  is  moved  directly 
to  slaughtef  without  unloading  en 
route,  is  euthanized,  or  dies. 

(5)  Testing  and  treatment  requirements 
for  mares,  (i)  Once  the  mare  is  in  the 
approved  State,  sets  of  specimens  Shall 
be  collected  from  the  mare  on  three 
separate  occasions  within  a  7-day  pe- 
riod. On  days  1,  4,  and  7,  an  accredited 
veterinarian  shall  collect  specimens 
from  the  mucosal  surfaces  of  the  clit- 
oral fossa  and  clitoral  sinuses  and  shall 
submit  each  set  of  specimens  to  the 
National  Veterinary  Services  Labora- 
tories, Ames,  lA,  or  to  a  laboratory  ap- 
proved by  the  Administrator  in  accord- 
ance with  paragraph  (i)  of  this  section 
to  conduct  OEM  cultures  and  tests. 

(ii)  After  the  three  sets  of  specimens 
required  by  paragraph  (e)(5)(i)  of  this 
section  have  been  collected,  an  accred- 
ited veterinarian  idiall  manually  re- 
move o^faoic  debris  from  the  sinuses  of 
each  mare  and  then  flush  the  sinuses 
with  a  cerumalytic  agent.^ 

(ili)  For  5  cbnsecutive  days  after  the 
sinuses  have  been  cleaned,  an  accred- 
ited veterinarian  shall  aseptically 
clean  and  wash  (scrub)  the  external 
genitalia  and  vaginal  vestibule,  includ- 
ing the  clitoral  fossa,  with  a  solution 
of  not  less  than  2  percent  chlorhexidine 
in  a  detergent  base  and  then  fill  the 
clitoral  fossa  4nd  sinuses,  and  coat  the 
external  genitalia  and  vaginal  vesti- 
bule with  an  antibiotic  ointment  elfeo- 
tive  against  the  CEM  organism.^* 

(iv)  A  mare  may  be  released  from 
State  quarantine  only  if  all  cultures 
performed  on  specimens  taken  from 
the  mare  are  negative  for  CEM. 

(v)  If  any  culture  required  by  this 
paragraph  is  positive  for  OEM,  the 
mare  shall  be  treated  as  described  in 
paragraphs  (e)(5)(ii)  and  (e)(5)(iii)  of 

this  section.  No  less  than  21  days  after 


''Recommended'  protocol.s  for  the  flushing 
Of  sinuses  may  obtained  £rom.  the  Na- 
tional Omter  for  Import  and  Export,  Import/ 
Export  Animals,  VS.  .\phis.  4700  River  Road 
Unit  39,  Blverdal^.  MD  20737-1231. 

*A  list  Of  Ointments  effective  against  the 
CEM  orpani.sm  may  be  obtained  from  the  Na- 
tional Center  for  Import  and  £xport.  Import/ 
BSxport  Animals.  VS,  AFHDS,  4700  River  Road 
Unit  89,  Rlverdal^.  MD  20737-1231. 
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the  last  day  of  treatmentt  the  mare 
shall  be  tested  again  in  accordance 
with  paragraph  (ex5Xi)  oi  this  section. 
If  all  specimena  are  negative  for  CEM, 
the  mare  may  be  released  from  quar- 
antine. 

(f)  Special  provisiona  for  temporary  im- 
portation. Horses  over  781  days  of  aire 
may  be  imported  into  the  United 
States  for  no  more  than  90  days  to 
compete  in  specified  events  if  the  fol- 
lowing conditions  are  met: 

(1)  The  horse  may  remain  in  the 
United  States  for  not  more  than  90 
days  following  the  horse  s  arrival  in 
the  United  States,  except  as  provided 
In  paragraph  (f)(6)  of  this  section  and, 
while  in  the  ITnited  States,  the  horse 
must  be  moved  according  to  the 
itinerary  and  methods  of  transport 
specified  In  the  Import  permit  provided 
for  in  §93.304  of  this  part; 

(2)  While  the  horse  is  in  the  United 
States,  the  following  conditions  must 
be  met: 

(i)  Except  when  in  transit,  the  horse 
must  be  kept  on  a  premises  that  has 
been  approved,  orally  or  in  writing,  by 
an  APHIS  representative.  If  the  ap- 
proval is  oral.  It  will  be  confirmed  in 
writing  by  the  Administrator  as  soon 
as  circumstances  permit.  To  receive 
approval,  the  premises: 

( A)  Must  not  be  a  breeding  premises; 
and 

(B)  Must  be  or  contain  a  building  in 
which  the  horse  can  be  kept  In  a  stall 

that  is  separated  from  other  stalls  con- 
taining horses,  either  by  an  empty 
stall,  by  an  open  area  across  which 
horses  cannot  touch  each  other,  or  by  a 
solid  wall  that  Is  at  least  8  feet  (2.4  m) 
high. 

(ii)  While  at  the  premises  at  which 
the  horse  competes,  the  horse  must  be 

monitored  by  an  acrredited  veteri- 
narian or  APHIS  representative  to  en- 
sure that  the  provisions  of  paragraphs 
(f)(2)(i).  (fK2)(iv),  and  (f)(2)(v)  of  this 
section  are  met.  If  the  monitorini.'  is 
performed  by  an  accredited  veteri- 
narian, the  Veterinarian  in  Charge  wUl 
ensure  that  the  accredited  veterinarian 
is  familiar  with  the  requirements  of 
this  section  and  spot  checks  will  be 
conducted  by  an  APHIS  representative 
to  ensure  that  the  requirements  of  this 
st^ftlon  are  beiny  met.  If  an  APHIS  rep- 
resentative finds  tiiat  requirements  are 


not  being  met.  the  Administrator  may 
require  that  all  remaining  monitoring 
for  the  event  be  conducted  by  APHIS 
representatives  to  ensure  compllanoe. 

(ill)  While  in  transit,  the  horse  must 
l)f'  moved  in  either  an  aircraft  or  a 
sealed  van  or  trailer.  If  the  horse  is 
moved  in  a  sealed  van  or  trailer,  the 
seal  may  be  broken  only  by  an  APHIS 
representative  at  the  horse's  destina- 
tion, except  in  situations  where  the 
horse's  life  is  in  danger. 

(Iv)  Eizcept  when  actually  competing 
or  being  exercised,  the  horse  must  be 
kept  in  a  stall  that  is  separated  from 
other  stalls  containing  horses,  either 
by  an  empty  stall,  by  an  open  area 
across  which  horses  cannot  touch  each 
other,  or  by  a  solid  wall  that  is  at  least 
8  feet  (2.4  m)  high. 

(V)  The  horse  may  not  be  used  for 
breeding  purposes  (Including  artificial 
insemination),  may  not  have  any  other 
sexual  contact  with  other  horses,  and 
may  not  undergo  any  genital  ezamlna^ 
tions. 

(vi)  After  the  horse  is  transported 
anywhere  in  the  United  States,  any  ve- 
hicle in  which  the  horse  was  trans- 

portod  mu.Mt,  ht^  c]oaxmu]  nnd  disinfpc-ted 

in  the  presence  of  an  APHIS  represent- 
ative, according  to  the  procedures  spec- 
ified in  §§71.7  through  71.12  of  this 
chapter,  before  any  other  horae  la 
transported  In  the  vehicle. 

(vil)  The  cleaning  and  disinfection 
specified  In  paragraph  (f)(2)(vi)  of  this 
sf^ction  must  be  completed  before  the 
vehicle  is  moved  from  the  place  where 
the  horse  is  unloaded.  In  those  cases 
where  the  facilities  or  equipment  for 
cleaninsr  and  disinfection  are  inad- 
equate at  the  place  where  the  horse  is 
unloaded,  the  Administrator  may  allow 
the  vehicle  to  be  moved  to  another  lo- 
cation for  cleaning  and  disinfection 
when  the  move  will  not  pose  a  disease 
risk  to  other  horses  In  the  United 
States. 

(viii)  The  owner  or  importer  of  the 
horse  must  comply  with  any  other  pro- 
visions of  this  part  applicable  to  him  or 
her. 

(3t  If  t  he  owner  or  importer  wishes  to 
ciiange  the  horse's  itinerary  or  the 
methods  by  which  the  horse  is  trans- 
ported from  that  which  he  or  she  speci- 

fif'il  in  the  application  for  the  import 
permit,  the  owner  or  importer  must 
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make  the  request  for  change  in  writing 
to  the  Administrator.  Requests  should 
be  sent  to  the  Administrator,  c/o  Im- 
port-Export Animals  Staff.  VS.  APHIS. 
4700  River  Road  Unit  89.  Riverdale,  MD 
20737-1231.  The  change  in  Itinerary  or 
method  of  transport  may  not  be  made 
wiLiiout  the  written  approval  of  the 
AdminiBtrator,  who  may  grant  the  re- 
quest for  chanu^p  when  he  or  she  deter- 
mines that  granting  the  request  will 
not  endanger  other  horses  in  the 
United  States  and  that  sufficient 
APHIS  personnel  are  available  to  pro- 
vide the  sei'vices  required  by  the  owner 
or  importer.  If  more  than  one  applica- 
tion for  an  import  permit  is  received. 
APHIS  personnel  will  be  assigned  in 
the  order  that  the  applications  that 
otherwise  meet  the  requirements  of 
this  section  are  received. 

(4)  The  Administrator  may  cancel, 
orally  or  in  writing,  the  import  permit 
provided  for  under  §93.304  of  this  part 
whenever  the  Administrator  finds  that 
the  owner  or  importer  of  the  horse  has 
not  complied  with  the  provisions  of 
pai'agraphs  (f)(1)  through  (f)(3)  of  this 
section  or  any  conditions  imposed 
under  those  provisions.  If  the  cancella- 
tion is  oral,  the  Administrator  will 
confirm  the  cancellation  and  the  rea- 
sons for  the  cancellation  in  writing  as 
soon  as  circumstances  permit.  Any  per- 
son whose  import  permit  is  canceled 
may  appeal  the  decision  in  writing  to 
the  Administrator  within  10  days  after 
receivingr  oral  or  written  notification 
of  the  cancellation,  whichever  is  ear- 
lier. If  the  appeal  is  sent  by  mail,  it 
must  be  postmarked  within  10  days 
after  the  owner  or  importer  receives 
oral  01-  written  notification  of  the  can- 
cellation, whichever  is  earlier.  The  ap- 
peal must  include  all  of  the  facts  and 
reasons  upon  which  the  person  relies  to 
show  that  the  import  permit  was 
wrongfully  canceled.  The  Adminis- 
trator will  grant  or  deny  the  appeal  in 
writing  as  promptly  as  clrcomstances 
permit,  statin'-r  the  reason  for  his  or 
her  decision.  If  t  liere  is  a  conflict  as  to 
any  material  fact,  a  hearing  will  be 
held  to  resolve  the  oonflict.  Rules  of 
practice  concernin<-r  the  hearing  will  be 
adopted  by  the  Administrator. 

(5)  Except  in  those  cases  where  an  ap- 
peal is  in  process,  any  person  whose 
import  permit  is  canceled  must  move 


the  horse  identified  in  the  Import  per- 
mit out  of  the  United  States  within  10 
days  after  receiving  oral  or  written  no- 
tification of  cancellation,  whichever  is 
earlier.  The  horse  is  not  permitted  to 
enter  competition  from  the  date  the 
owner  or  importer  receives  the  notice 
of  cancellation  until  the  horse  is 
moved  out  of  the  United  States  or  until 
roBOlution  of  an  appeal  in  favor  of  the 
owner  or  importer.  Except  when  being 
exercised,  the  horse  must  be  kept,  at 
the  expense  of  the  owner  or  importer, 
in  a  stall  on  the  premises  where  the 
horse  is  located  when  the  notice  of  can- 
cellation is  received,  or.  if  the  horse  is 
in  transit  when  the  notice  of  cancella- 
tion  is  received,  on  the  premises  where 
it  Is  next  scheduled  to  compete  accord- 
ing to  the  import  permit.  The  stall  in 
which  the  horse  is  kept  must  be  sepa- 
rated fh>m  other  stalls  containing 
horses,  either  by  an  empty  stall,  by  an 
open  area  across  which  horses  cannot 
touch  each  other,  or  a  by  solid  wall 
that  is  at  least  8  feet  (2.4  m)  high.  In 
cases  where  the  owners  of  the  above 
specified  premises  do  not  permit  the 
horse  to  be  kept  on  those  premises,  or 
when  the  Administrator  determines 
that  keeping  the  horse  on  the  above 
specified  premises  will  pose  a  disease 
risk  to  horses  in  the  United  States,  the 
horse  must  be  kept,  at  the  expense  of 
the  owner  or  importer,  on  an  alter- 
native premises  approved  by  the  Ad- 
ministrator. 

(6)  Stallions  or  mares  over  731  days  of 
age  that  are  imported  for  no  more  than 
90  days  in  accordance  with  paragraphs 
(f)(1)  through  (f)(3)  of  this  section  may 
be  eligible  to  remain  in  the  United 
States  if  the  following  is  completed: 

(i)  Following  completion  of  the 
itinerary  specified  in  the  import  per- 
mit provided  for  in  §93.304  of  this  part, 
the  horse's  owner  or  importer  applies 
for  and  receives  a  new  import  permit 
that  specifies  that  the  stallion  or  mare 
will  be  moved  to  an  approved  State 
listed  in  paragraph  (h)(6)  or  (h)(7)  of 
this  section;  and 

(ii)  The  stallion  or  mare  is  trans- 
ported in  a  sealed  vehicle  that  has  been 
cleaned  and  disinfected  to  an  approved 
facility  in  an  approved  State  where  it 
is  quarantined  under  State  or  Federal 
supervision  until  the  stallion  or  mare 
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has  met  the  testing  and  treatment  re- 
quirements of  paragraph  (e)(3)  or  (e)(6) 
of  this  section. 

(7)  All  costs  and  oliarges  associated 
with  the  supervision  and  maintenance 
of  a  horse  imported  under  paragraphs 
(f)(1)  thi'ough  (f)(3)  of  this  section  will 
be  borne  by  the  horse's  owner  or  im- 
porter. The  costs  associated  with  the 
supervision  and  mamtenance  of  the 
horse  by  an  APHIS  representative  at 
his  or  her  usual  places  of  duty  will  be 
reimbursed  by  the  horse's  owner  or  im- 
porter through  user  fees  payable  under 
part  130  of  this  chapter. 

(8)  In  the  event  that  an  APHIS  rep- 
resentative must  be  temporarily  de- 
tailed trom  his  or  her  usual  place  of 
duty  in  connection  with  the  super- 
vision and  maintenance  of  a  horse  im- 
ported imder  paragraphs  (f)(1)  through 
(f)(8)  of  this  section,  the  owner  or  im- 
porter of  the  horse  must  ^xt^rute  a 
trust  fund  agreement  with  APHIS  to 
reimburse  all  expenses  (including  trav- 
el costs,  salary,  per  diem  or  subsist- 
ence, administrative  expenses,  and  in- 
cidental expenses)  incurred  by  the  De- 
partment in  connection  with  the  tem- 
porary detail.  Under  the  trust  fanA 
agreement,  the  horse's  owner  or  im- 
porter mu.st  deposit  with  APHIS  an 
amount  equal  to  the  estimated  cost,  as 
determined  by  APHIS,  for  the  APHIS 
representative  to  inspect  the  premises 
at  which  the  horse  will  compete,  to 
conduct  the  monitoring  required  by 
paragraph  (f)(2)(ii)  of  this  section,  and 
to  supervise  the  cleaning  and  disinfec- 
tion required  by  paragraph  (f)(2)(vi)  of 
this  section.  The  estimated  costs  will 
be  based  on  the  following  factors: 

i  i  Number  of  hours  needed  for  an 
APHIS  representative  to  conduct  the 
required  inspection  and  monitoring; 

(ii)  For  services  provided  during  reg- 
ular business  hours  (8  a.m.  to  4:30  p.m., 
Monday  through  Saturday,  except  holi- 
days), the  average  salary,  per  hour,  for 
an  APHIS  representative; 

(iii)  For  services  provided  outside 
regular  business  hour^.  the  applicable 
rate  for  overtime,  night  differential,  or 
Sunday  or  holiday  pay,  based  on  the 
average  salary,  per  hour,  for  an  APHIS 
representative; 

(iv)  Number  of  miles  from  the  prem- 
ises at  which  the  horse  competes  to  the 


APHIS  office  or  facility  that  is  moni- 
toring the  activities; 

(v)  Government  rate  per  mile  for 
automobile  travel  or,  if  appropriate, 
cost  of  other  means  of  transportation 
between  the  premises  at  which  the 
horse  competes  and  the  APHIS  office 
or  fisoility; 

(vi)  Number  of  trips  between  the 
premises  at  which  the  horse  competes 
and  the  APHIS  office  or  facility  that 
APHIS  representatives  are  required  to 
make  in  order  to  conduct  the  required 
inspection  and  monitoring: 

(vli)  Number  of  days  the  APHIS  rep- 
resentative conducting  the  inspection 
and  monitoring  must  be  in  "travel  sta- 
tus:" 

(viii)    Applicable    government  per 
diem  rate;  and 
(iz)  Cost  of  related  administrative 

support  services. 

(9)  If  a  trust  fund  agreement  with 
APHIS  has  been  executed  by  the  owner 

or  importer  of  a  horse  in  accordance 

with  paragraph  <T)<S)  of  this  section  and 
APHIS  determines,  during  the  horse's 
stay  in  the  United  States,  that  the 
amount  deposited  will  be  insufficient 

to  cover  the  serviceB  APHIS  is  sched- 
uled to  provide  during  the  remainder  of 
the  horse's  stay,  APHIS  will  Issue  to 
the  horse's  owner  or  importer  a  bill  to 
restore  the  deposited  amount  to  a  level 
sufficient  to  cover  the  estimated  cost 
to  APHIS  for  the  remainder  of  the 
horse's  stay  in  the  United  States.  The 
horse's  owner  or  importer  must  pay  the 
amount  billed  within  14  days  after  re- 
ceiving the  bill.  If  the  bill  is  not  paid 
within  14  days  after  its  receipt,  APHIS 
will  cease  to  perform  the  services  pro- 
vided for  in  paragraph  (f)(2)  of  this  sec- 
tion until  the  bill  is  paid.  The  Adminis- 
trator will  inform  the  owner  or  im- 
porter of  the  cessation  of  services  oral- 
ly or  in  writing.  If  the  notice  of  ces- 
sation is  oral,  the  Administrator  wHl 
confirm,  in  writing,  the  notice  of  ces- 
sation and  the  reason  for  the  cessation 
of  services  as  soon  as  circumstances 
permit.  In  such  a  case,  the  horse  must 
be  kept,  at  the  expense  of  the  owner  or 
importer  and  until  the  bill  is  paid,  in  a 
stall  either  on  the  premises  at  which 
the  horse  is  located  when  the  notice  of 
cessation  of  services  is  received,  or,  if 
the  horse  is  in  transit  when  the  notice 
of  cessation  of  services  is  received,  on 
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the  premises  at  which  It  is  next  sched- 
uled to  compete  according  to  the  im- 
port permit.  The  stall  in  which  the 
horse  is  kept  must  be  separated  from 
other  stalls  containing  horses  either  by 
an  empty  stall,  an  open  area  across 
which  horses  cannot  touch  each  other, 
or  a  solid  wall  lhat  is  at  least  8  feet  (2.4 
m)  high.  In  cases  where  the  owners  of 
the  above  specified  premises  do  not 
permit  the  horse  to  be  kept  on  those 
premises,  or  when  the  Administrator 
determines  that  keeping  the  horse  on 
the  above  specified  premises  will  pose  a 
disease  risk  to  other  horses  in  Uie 
United  States,  the  horse  must  be  kept, 
at  the  expense  of  the  owner  or  im- 
porter, on  an  alternative  premises  ap- 
proved by  the  Administrator.  Until  the 
bill  is  paid,  the  horse  is  not  permitted 
to  enter  competition.  Any  amount  de- 
posited in  excess  of  the  costs  to  APHIS 
to  provide  the  required  services  will  be 
refunded  to  the  horse's  owner  or  im- 
porter. 

(gr)  special  provisions  for  the  importa- 
tion of  horses  that  have  been  temporarily 
exported  to  a  CEM-affected  reginn.  Tf  a 
horse  has  been  temporarily  exported 
for  not  more  than  60  days  f^om  the 
United  States  to  a  CEM-affected  region 
listed  in  paraq-raph  (c)(l>  of  this  sec- 
tion, or  if  a  horse  has  been  temporarily 
exported  for  not  more  than  60  days 
f^om  another  region  not  known  to  be 
affected  with  CEM  to  a  CEM-affected 
region  during  the  12  months  preceding 
its  exportation  to  the  United  States, 
the  horse  may  be  eligible  for  return  or 
importation  into  the  United  States 
without  meeting  the  requirements  of 
paragraphs  (d>  through  (f)  of  this  sec- 
tion under  the  followinsr  conditions: 

(1)  The  horse  must  be  accompanied 
by  a  certificate  that  meets  the  require- 
ments of  §93.314(^a)  of  this  part  issued 
by  each  CEM-affected  region  that  the 
horse  has  visited  durinp:  the  term  of  its 
temporary  exportation,  and  each  cer- 
tificate must  contain  the  following  ad- 
ditional declarations: 

(i)  That  the  horse  was  held  separate 
and  apart  from  all  other  horses  except 
for  the  time  it  was  actually  partici- 
IMkting  in  an  event  or  was  being  exer- 
cised by  its  trainei': 

(ii)  That  the  premises  on  which  the 
horse  was  held  were  not  used  for  any 
equine  breeding  purpose: 


(ill)  That  the  horse  was  not  bred  to 
or  bred  by  any  animal,  nor  did  it  have 

any  other  sexual  contact  or  genital  ex- 
amination while  in  such  region:  and 

(iv)  That  all  transport  while  in  such 
region  was  carried  out  in  cleaned  and 
disinfected  vehicles  in  which  no  other 
horses  were  transported  since  such 
cleaning  and  disinfection; 

(2)  The  horse  is  accompanied  by  an 
import  permit  Issued  in  accordance 
with  §93  304  of  this  part  at  the  time  of 
exportation: 

(3)  If  the  horse  was  temporarily  ex- 
ported from  the  United  States  and  is 
being  returned  to  the  United  States, 
the  horse  must  be  accompanied  by  a 
copy  of  the  United  States  health  cer- 
tiUcate  issued  for  its  exportation  fi*om 
the  United  States  and  endorsed  in  ac- 
cordance with  the  export  regulations  in 
part  91  of  this  chapter; 

(4)  The  horse  must  be  examined  by  an 
inspector  at  ithe  U.S.  port  of  entry  and 
found  by  the  inspector  to  be  the  iden- 
tical horse  covered  by  the  documents 
required  by  paragraphs  (a)  through  (c) 
of  this  section  and  found  by  the  inspec- 
tor to  be  tree  of  communicable  disease 
and  exposure  thereto:  and 

(5)  The  horse  must  be  quarantined 
and  tested  at  the  U.S.  port  of  entry  as 
provided  in  193.908  of  this  part  prior  to 
release. 

(h)  Approval  of  States.  In  order  for  a 
State  to  be  approved  to  receive  stal- 
lions or  mares  over  731  days  of  age 
from  a  CEM-a£fected  region  listed  in 
paragraph  (c)(1)  of  this  section  that  are 
imported  under  paragraph  (e)  of  this 
section,  the  State  must  meet  the  fol- 
lowing conditions: 

(1)  Tlie  State  must  enter  into  a  writ- 
ten agreement  with  the  Administrator, 
whereby  the  State  agrees  to  enforce  its 
laws  and  regulations  to  control  CEM 
and  to  abide  by  the  conditions  of  ap- 
proval established  by  the  regulations 
in  this  part. 

(2)  The  State  must  agree  to  quar- 
antine all  stallions  and  mares  over  731 
days  of  age  imported  under  the  provi- 
sions of  paragraph  (e)  of  this  section 
until  the  stallions  have  been  treated  in 
accordance  with  paragraph  (e)(3)  of  this 
section  and  the  mares  have  been  ti  eat- 
ed  in  accordance  with  paragraph  (e)(5) 
of  this  section. 
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(3)  The  State  must  agree  to  quar- 
antine all  mares  used  to  test  stallions 
for  CEM  until  the  mares  have  been  re- 
leased from  quarantine  in  accordance 
with  paragraph  (e)(4)  of  this  section. 

(4)  The  State  must  have  laws  or  regu- 
lations requiring  that  stallions  over  731 
dAjB  of  age  imported  under  jtaragrapli 
(p)  of  this  section  be  treated  in  the 
manner  specified  in  paragraph  (e)(3)  of 
this  section,  and  that  mares  over  731 
days  of  age  imported  imder  paragraph 
(e)  of  this  section  be  treated  in  the 
manner  specified  in  paragraph  Ce)(5)  of 
this  section. 

(6)  Approval  of  any  State  to  receive 
stallions  or  mares  Imported  from  re- 
gions affected  with  CEM  may  be  sus- 
pended by  the  Administrator  upon  his 
or  her  determination  that  any  require- 
ments of  this  section  are  not  being 
met.  After  such  action  is  taken,  the 
animal  health  autliorities  of  the  ajH 
proved  State  wHl  be  Informed  of  the 
reasons  for  the  action  and  afforded  an 
opportunity  to  present  their  views 
thereon  before  such  suspension  is  final- 
ized; however,  such  suspension  of  ap- 
proval shall  continue  in  effect  unless 
othei'wi.se  ordered  by  the  Adminis- 
trator. In  those  instances  where  there 
is  a  conflict  as  to  the  facts,  a  hearing 
shall  be  held  to  resolve  such  conflict. 

(6)  The  following  States  have  been 
approved  to  receive  stallions  over  731 
days  of  age  imported  under  paragraph 
(e)  of  this  section: 

The  State  of  Alalninia 
The  State  of  California 
The  State  of  Colorado 
The  state  of  Florida 
The  State  of  Georgia 
The  State  of  Kentnoky 
The  State  of  Louisiana 
The  State  of  Maryland 
The  State  of  Montana 
The  State  of  New  Hampshire 
The  State  of  New  Jersey 
The  State  of  New  York 
The  State  of  North  Carolina 
The  Slate  of  Ohio 
The  State  of  Oklahoma 
The  State  of  Oregon 
The  State  of  Rhode  Island 
The  State  of  South  Carolina 
The  State  of  Tennessee 
The  State  of  Texas 
The  State  of  Virt,nnia 
The  State  of  Wisconsin 

(7)  The  following  States  have  been 
approved  to  receive  mares  over  731  days 


of  age  Imported  under  paragraph  (e)  of 

this  section: 

The  State  of  Alabama 
The  State  of  California 
The  State  of  Colorado 
The  State  of  Florida 
The  State  of  Georgia 
The  State  of  Kentncky 
The  State  of  Louisiana 
The  State  of  Maryland 
The  State  of  Montana 
The  State  of  Hew  Hampshire 
The  State  of  New  Jersey 
The  State  of  New  York 
The  State  of  North  Carolina 
The  State  of  Ohio 
The  State  of  Oklahoma 
The  State  of  Oregon 
The  State  of  Rhode  Island 
The  State  of  South  Carolina 
The  State  of  TenneBsee 
The  State  of  Texas 
The  State  of  Virginia 
The  State  of  Wisconsin 

(i)  Approval  of  laboratories,  (1)  The  Ad- 
ministrator will  approve  a  laboratory 
to  conduct  CEM  cultures  and  tests  only 
after  consulting  with  the  State  animal 
health  official  in  the  State  in  which 
the  laboratory  is  located  and  after  de- 
termining that  the  laboratory: 

(i)  Has  technical  personnel  assigned 
to  conduct  the  CEM  culturing  and  test- 
ing who  possess  the  following  min- 
imum qualifications: 

(A)  A  bachelor's  degree  in  microbi- 
ology; 

(B)  A  minimum  of  2  years  experience 
working  in  a  bacteriology  laboratory; 

and 

(C)  Experience  working  with  the  CEM 
organism,  including  knowledge  of  the 
specific  media  requirements,  atmos- 
pheric requirements,  and  procedures 
for  the  isolation  and  identiiication  of 
the  CEM  organism.^® 

(ii)  Follows  standard  test  protocols 
that  will  reliably  and  consistently  pro- 
vide for  the  isolation  and  identification 
of  the  CEM  organism;  and 


i°When  training  regardliig  CEM  oulturingr 

and  testing  is  necessary,  it  may  be  obtained 
at  tlie  National  Veterinary  Services  Labora- 
tories. Ames.  lA  50010. 

"Standard  test  protocols  recommended  by 
the  National  Veterinaiy  Services  Labora- 
tories and  a  list  of  approved  laboratories  can 
be  obtained  from  the  National  Veterinary 
Services  Laboratories.  Axnes,  lA  50010. 
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(lii)  Reports  all  official  test  results 
to  the  State  animal  health  official  and 
the  Veterinai'ian  in  Charge. 

(2)  To  retain  approval,  the  laboratory 
must  meet  the  requirements  prescribed 
in  paragraph  of  this  section,  and 
shall  test  with  the  CEM  organism  each 
lot  of  media  it  prepares  to  ensure  that 
the  media  will  support  grrowth  of  t^e 
laboratory's  reference  culture.  Media 
that  will  not  support  growth  of  the  ref- 
erence cultui'e  must  be  discarded. 

(3)  The  Administrator  may  deny  or 
withdraw  approval  of  any  laboratory  to 
conduct  CEM  culturing  or  testing:  upon 
a  determination  that  the  laboratory 
does  not  meet  the  criteria  for  approval 
or  maintenance  of  approval  under  para- 
graphs (i)(l)  and  (i)(2)  of  this  section. 

(i)  In  the  case  of  a  denial  of  approval, 
the  operator  of  the  laboratory  will  be 
informed  of  the  reasons  for  denial  and, 
upon  request,  will  be  afforded  an  oppor- 
tunity for  a  hearing  with  respect  to  the 
merits  or  validity  of  the  denial  in  ac- 
cordance with  rules  of  practice  that 
will  be  adopted  for  the  hearing. 

(ii)  In  the  case  of  a  withdrawal  of  ap- 
proval, before  such  action  is  taken,  the 
operator  of  the  laboratory  will  be  in- 
formed of  the  reasons  for  the  proposed 
withdrawal  and,  upon  request,  will  be 
afforded  an  opportunity  for  a  hearing 
with  respect  to  the  merits  or  validity 
of  the  proposed  withdrawal  in  accord- 
ance with  rules  of  practice  that  will  be 
adopted  for  the  hearing.  However,  the 
withdrawal  will  become  effective  pend- 
ing' a  final  determination  in  the  hear- 
ing wlien  the  Admini.^trator  determines 
that  such  action  is  necessary  to  pro- 
tect the  pnblic  health,  interest,  or  safe- 
ty. The  withdrawal  will  be  effective 
upon  oral  or  written  notification, 
whichever  is  eai'lier,  to  the  operator  of 
the  laboratory.  In  the  event  of  oral  no- 
tification.  written  confirmation  will  be 
driven  as  promptly  as  circumstances 
allow.  The  withdrawal  will  continue  in 
effect  pending  completion  of  the  taear^ 
Ing  and  any  judicial  review  of  the  hear- 
ing, unless  otherwise  ordered  by  the 
Administrator. 

(iii)  Approval  for  a  laboratory  to  con- 
duct CEM  culturiner  or  testintr  will  be 
automatically  withdrawn  by  the  Ad- 
ministrator when  the  operator  of  the 
approved  laboratory  notifies  the  Na- 
tional Veterinary   Services  Labora- 


tories, Ames,  lA  50010,  in  writing,  that 
the  laboratory  no  longer  conducts  CEM 
culturing  and  testing. 

(j)  Examination  and  treatment  for 
screunDorm.  Horses  firom  Angola.  Argen- 
tina, Bahrain,  Bangladesh,  Benin.  Bo- 
livia, Botswana,  Brazil.  Brunei, 
Burkina  Faso,  Burundi,  Cambodia, 
Cameroon,  Central  AfHcan  Republic, 
China,  Columbia,  Congo.  Dominican 
Republic.  Ecuador.  Equatorial  Guinea, 
French  Guiana,  Gabon,  Gambia, 
Ghana,  Guinea,  Guinea-Bissau,  Guy- 
ana, Haiti,  Didia,  Indonesia,  Iraq,  Isla 
de  Pascua  (Easter  Island,  part  of 
Chile).  Ivory  Coast,  Jamaica.  Kenya. 
Kuwait,  Laos,  Lesotho,  Liberia,  Macau, 
Malawi.  Malaysia.  Mali.  Mauritania, 
Mozambique,  Myanmar.  Namibia,  Nige- 
ria, Oman.  Pacific  Islands  (Palau). 
Panama,  Papua  New  Guinea,  Paracel 
Islands,  Pare^ay,  Peru,  Philippines, 
Qatar,  Rwanda,  Saudi  Arabia,  Senegal. 
Sierra  Leone,  Singapore.  South  Africa, 
Spratly  Islands,  Sri  Lanka,  tSurinam, 
Swaziland,  Taiwan,  Tanzania,  Thai- 
land, Togo,  Trinidad  and  Tobago, 
Uiranda.  United  Arab  Emirates.  Uru- 
guay. Venezuela.  Vietnam.  Zaire.  Zam- 
bia, Zimbabwe,  or  any  other  region  of 
the  world  where  screwworm  is  consid- 
ered to  exist  may  hr  imported  into  the 
United  States  only  if  they  meet  the  fol- 
lowing requirements  and  all  other  ap- 
plicable requirements  of  this  part: 

(1)  A  veterinarian  must  treat  horses 
with  ivermectin  3  to  5  days  prior  to  the 
date  of  export  to  the  United  States  ac- 
cording to  th6  recommended  dose  pre- 
scribed on  the  product's  label. 

(2)  Horses  must  be  examined  for 
screwworm  by  a  full-time  salaried  vet- 
erinary official  of  the  exporting  coun- 
try within  24  hours  prior  to  shipment 
to  the  United  States.  The  otftcial  must 
fully  examine  the  horses,  including- 
their  external  g-enitalia.  If  horses  are 
found  to  be  ihfested  with  screwworm, 
they  must  be  treated  until  tree  from 
infestation. 

(3)  At  the  time  horses  are  loaded  onto 
a  means  of  cbnveyance  for  export,  a 
veterinarian  must  treat  any  visible 
wounds  on  the  animals  with  a  solution 
of  coumaphos  dust  at  a  concentration 
of  5  percent  active  ingredient. 

(4)  Horses  oiiust  be  accompanied  to 
the  United  ^tates  by  a  certificate 
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signed  by  a  ftill-tiine  salaried  yeteii* 

nary  official  of  the  exporting  country. 
The  certificate  must  state  that  the 
horses,  including  their  external  geni- 
talia, have  been  thoroughly  ezaBiined 
and  found  free  of  screwworm  and  that 
the  horses  have  been  treated  in  accord- 
ance with  paragraphs  (j)Cl)  and  (j)(3)  of 
this  section. 

(5)  Horses  must  be  quarantined  upon 
arrival  in  the  United  States  at  an 
APHIS  animal  import  center  for  at 
least  7  days. 

(6)  Horses  miut  be  examined  for 
screwworm  by  a  veterinarian  within  24 
hours  after  aiTival  at  an  APHIS  animal 
import  center  in  the  United  States. 
The  examining  veterinarian  must  ex- 
amine horses,  including  their  external 
genitalia,  to  determine  whether  the 
horse  is  infested  with  screwworm. 

(7)  Horses  must  be  held  at  the  animal 
import  center  for  a  minimum  of  7  days. 
On  day  7.  prior  to  the  horses'  release, 
the  horses  must  be  examined  by  a  vet- 
erinarian at  the  expense  of  the  owner 
or  broker.  For  this  examination,  male 
horses  must  be  tranquilized  or  sedated 
so  that  the  external  genitalia  of  the 
horses  can  be  thoroughly  examined.  If 
screwworm  is  found  during  this  exam- 
ination, the  horses  must  be  held  in 
quarantine  and  treated  until  free  of  in- 
festation. 

(Approved  by  tbe  Office  of  Itfanagement  and 

Budget  under  oontrol  numbers  0579-0040  and 

057fM)165) 

L55  FR  31495.  Aug.  2,  1990.  as  amended  at  56 
PR  15849-16863.  Apr.  17, 1901;  56  PR  68781.  Dec. 
26.  1991:  57  FR  5931.  Feb.  18.  1992:  57  FR  28080. 
June  24.  1992;  59  FR  24888.  May  13.  1994;  59  FR 
67133,  Dec.  29.  1994;  69  FR  67614,  Dec.  30.  1994; 
61  FR  52339.  Oct.  7.  1906.  Redesignated  and 
amended  at  62  FR  66012.  66016.  Oct.  28. 1997;  63 
FR  0064.  Feb.  6.  1996;  68  FR  40008.  July  27, 
1998;  65  FR  16860.  Aug.  1.  2000:  65  FR  67622. 
Nov.  13,  2000;  65  FR  69238.  Nov.  16.  2000;  65  FR 
78899,  Dec.  18.  2000;  66  FR  81727.  Dec.  27.  2000; 
66  FR  66071,  Nov.  1.  2001;  67  FR  11665.  Ukt.  15. 
2002] 

498.302  InspcM-tion  of  certain  aircraft 
and  other  means  of  conveyance  and 
shipping  containers  thereon;  un- 
loading, cleanings  and  diiiiifnction 

requirements. 

(a)  Inspection:  All  aircraft  and  other 
means  of  oonvesranoe  (including  ship- 
ping containers  thereon)  moving  into 
the  United  States  from  any  foreign  re- 


gion  are  subject  to  Inspection  without 
a  warrant  by  properly  identified  and 

designated  inspectors  to  determine 
whether  they  are  carrying  any  animal, 
carcass,  product  or  article  regulated  or 
subject  to  disposal  under  any  law  or 
regulation  administered  by  the  Sec- 
retary of  Agriculture  for  prevention  of 
the  introduction  or  dissemination  of 
any  communicable  animal  disease  (21 
U.S.a  lS4d). 

(h)  Vnlnndlng  requircyyients:  Whenever 
in  the  course  of  any  such  inspection  at 
any  port  in  the  United  States  the  in- 
spector has  reason  to  believe  that  the 
means  of  conveyance  or  container  is 
contaminated  with  material  of  animal 
(including  poultry)  origin,  such  as,  but 
not  limited  to,  meat,  organs,  glands, 
extracts,  secretions,  fSat,  bones,  blood, 
lymph,  urine,  or  manure,  so  as  to 
present  a  danger  of  the  spread  of  any 
communicable  animal  disease,  the  in- 
spector may  require  the  unloading  of 
the  means  of  conveyance  and  the 
emptying  of  the  container  if  he  or  she 
deems  it  necessary  to  enable  him  or 
her  to  determine  whether  the  means  of 
conveyance  ur  container  is  in  Caot  so 
contaminated.  The  principal  operator 
of  the  means  of  conveyance  and  his  or 
her  agent  in  charge  of  the  means  of 
conveyance  shall  comply  with  any  such 
requirement  under  the  immediate  su- 
pervision of.  and  in  the  time  and  man- 
ner prescribed  by,  the  inspector. 

(c)  Cteajiing  and  dinn/ectioft:  When- 
ever, upon  inspection  under  this  sec- 
tion, an  inspector  rletermines  that  a 
means  of  conveyance  or  shipping  con- 
tainer is  contaminated  with  material 
of  animal  origin  so  as  to  present  a  dan- 
ger  of  the  spread  of  any  communicable 
animal  disease,  he  or  she  shall  notify 
the  principal  operator  of  the  means  of 
conveyance  or  his  or  her  agent  in 
charge,  of  such  determination  and  the 
requirements  under  this  section.  The 
person  so  notified  shall  cause  the 
cleaning  and  disinfection  of  such 
means  of  conveyance  and  c<mtalner 
under  the  immediate  supervision  of. 
and  in  the  time  and  manner  prescribed 
by,  the  inspector. 

(d)  For  purposes  of  this  section,  the 
term  "dipping  container''  means  any 
container  of  a  type  qpecially  adapted 
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for  use  in  tranaportiiig  any  article  on 
the  means  of  conveyance  Involved. 

[55  FR  31495.  Au?.  2.  1990.  Redpsiirnared  and 
amended  at  62  FR  56012,  56016,  Oct.  28, 1997J 

§93.303   Ports  designated  for  the  im- 
portation of  horses. 

(a)  Air  and  ocean  ports.  The  following 
ports  have  APHIS  inspection  and  quar- 
antine facilities  necessary  for  quar- 
antine stations  and  all  horses  shall  be 
entered  into  the  United  States  through 
these  stations,  except  as  provided  in 
paragraphs  (b).  (O.  (d).  (e),  and  if)  of 
this  section.  §§ 93.308(a).  (b)  and  (c)  and 
93.317:  Los  Angeles,  California;  Miami, 
Florida;  and  Newburgh,  New  York. 

(b)  Canadian  border  ports.  (1)  The  fol- 
lowing land  border  ports  are  dpsiirnated 
as  having  the  necessary  inspection  fa- 
cilities for  the  entry  of  horses  from 
Canada:  Eastport,  Idaho;  Houlton  and 
Jackman.  Maine:  Detroit.  Port  Huron, 
and  Sault  Ste.  Marie,  Michigan; 
Baudette,  Minnesota;  Opheim,  Ray- 
mond, and  Sweetgrass,  Montana;  Alex- 
andria Bay,  Buffalo,  and  Champlain. 
New  York;  Dunseith,  Pembina,  and 
Portal,  North  Dakota;  Derby  Line  and 
Highgate  Springs,  Vermont;  Blaine, 
Lynden,  Orovllle,  and  Sumas,  Wash- 
ington. 

(2)  International  Falls,  Minnesota,  is 
designated  as  a  port  of  entry  for  horses 

from  Canada. 

(c)  Mexican  border  ports.  The  fol- 
lowing land  border  ports  are  designated 
for  the  entry  of  horses  finom  Mexico: 
Brownsville.  Hidalgro.  Laredo.  Eaple 
Pass,  Del  Rio.  Presidio,  and  El  Paso. 
Texas;  Douglas,  Naco,  Nogales,  Sasabe, 
and  San  Luis,  Arizona;  Calexico  and 
San  Ysidro,  California;  and  Antelope 
Wells,  Columbus,  and  Santa  Teresa, 
New  Mexico. 

(d)  Limited  ports.  The  following  ports 
are  designated  as  having  inspection  fa- 
cilities for  the  entry  of  horses  and 
horse  products  such  as  horse  test  speci- 
mens which  do  not  appear  to  require 
restraint  and  holding-  inspection  facili- 
ties: Anchorage  and  Fairbanks,  Alaska; 
San  Diego,  California;  Jacksonville,  St. 
Petersburg-Clearwater,  and  Tampa, 
Florida:  Atlanta.  Georgia;  Honolulu, 
Hawaii;  Chicago.  Illinois;  New  Orleans, 
Louisiana;  Portland,  Maine;  Baltimore, 
Maryland;  Boston,  Massachusetts;  Min- 
neajK>lis,  Minnesota;  Great  Falls,  Mon- 


tana; Dayton,  Ohio;  Portland,  Oregon; 
San  .Tuan.  Puerto  Rico:  Memphis.  Ten- 
nessee (no  live  animals):  Galveston  and 
Houston,  Texas;  and  Seattle,  Spokane, 
and  Tacoma.  Washington. 

(e)  Ports  and  quarantine  facilities  pro- 
vided by  the  importer  for  liorscs.  Horses, 
except  horses  from  or  which  have 
transited  any  region  in  which  Afirlcan 
horsesickness  is  declared  to  exist, ^2 
may  be  entered  into  the  United  States 
at  any  port  specified  in  i)aragraph  (a) 
of  this  section,  or  at  any  other  port 
designated  as  an  international  port  or 
airport  by  the  U.S.  Customs  Service 
and  quarantined  at  quarantine  facili- 
ties provided  by  the  Importer  provided 
that  applicable  provisions  of  §§93.301(c), 
93.304(a),  93.306.  93.308(a).  (b)  and  (c), 
and  93.314  ai*e  met. 

(f)  Desiffftaiton  of  other  ports.  The  Sec- 
retary of  the  Treasury  has  approved 
the  designation  as  quarantine  stations 
of  the  ports  specified  in  tins  section.  In 
special  cases  other  ports  may  be  des- 
ignated as  quarantine  stations  under 
thi.s  section  by  the  Administrator,  with 
the  concurrence  of  the  Secretary  of  the 
Treasury. 

[55  FR  31495.  AuR.  2.  191)0.  a.s  amended  at  56 
FR  15489.  .^pr.  17.  1991;  .57  FR  37690.  Aug.  20. 
1992:  .58  FR  45237.  Axis.  27.  1993:  60  FR  16045, 
Mar.  29.  1995;  60  FR  25120,  May  11,  1995;  61  FR 
52239.  Oct.  7.  1996;  62  FR  27938,  May  22.  1997. 
Redesiprnated  and  amended  at  62  FR  56012. 
Oct.  28.  1997;  64  FR  23179.  Apr.  30,  1999;  66  FR 
38178.  June  20, 2Ql00] 

EPFBCnVB  DAris  NOTR  At  67  FR  68022,  Nov. 

8  .  2002.  § 93.303(b)(1)  was  amended  by  remov- 
ing the  words  "Blaine,  Lynden,  '  and  by  re- 
moving the  comma  immediately  after  the 
word  "QroviUe";  effective  Jan.  7. 2003. 

§98.304  Impott  permits  for  horses 
from  regions  affected  with  CEM 
and  for  norse  specimens  for  diag- 
noetic  purposes;  resorvation  fees 

for  space  at  quarantine  *w^^KtffPff 
maintained  by  APHIS. 

(a)  Application  for  permit;  reservation 
reguired.  (XHX)  For  horses  from  regions 
listed  in  § 93.301(c)(1)  of  the  regulations, 
horses  intended  for  quarantine  at  a 
quarantine  facility  provided  by  the  im- 
porter, and  horse  test  specimens  for  di- 
agnostic screening  purposes,  intended 


^Information  as  to  the  regions  where  Afri- 
can horsesiclmes^  Is  declared  to  exist  may  be 
obtained  ftorn  the  Adminlatrator. 
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for  importation  from  any  part  of  the 

world,  except  as  otherwise  provided  for 
in  §§93.315.  93.319.  and  93.321.  the  im- 
porter shall  tirst  apply  for  and  obtain 
from  APHIS  an  import  permit.  The  ap- 
plication shall  specify  the  name  and 
addres.s  of  the  importer:  the  species, 
breed,  number  or  quantity  of  horses  or 
horse  test  specimens  to  be  imported; 
the  purpose  of  the  importation:  Indi- 
vidual horse  identification  which  in- 
cludes a  description  of  the  horse,  name, 
age,  markings,  if  any,  registration 
number,  if  any.  and  tattoo  or  eartag; 
the  region  of  origin :  the  name  and  ad- 
dress of  the  exporter;  the  port  of  em- 
barkation in  the  foreign  region;  the 
mode  of  transportation,  route  of  travel, 
and  the  port  of  ^ntry  in  the  United 
States:  the  proposed  date  of  arrival  of 
the  horses  or  horse  test  specimens  to 
he  imported;  and  the  name  of  the  per- 
son to  whom  the  horses  or  horse  test 
specimens  will  be  delivered  and  the  lo- 
cation of  the  place  in  the  United  States 
to  which  delivery  will  be  made  from 
the  port  of  entry.  Additional  informa- 
tion may  be  required  in  the  form  of 
certificates  concerning  specific  dis- 
eases to  whl<A  the  horses  are  suscep- 
tible, as  well  as  vaccinations  or  other 
precautionary  treatments  to  which  the 
horses  or  horse  test  specimens  have 
been  subjected.  Notice  of  any  such  re- 
quirements will  be  given  to  the  appli- 
cant in  each  case. 

(ii)  Horses  intended  for  importation 
under  §  93.301(f)  of  this  part  must  meet 
the  permit  requirements  of  paragraph 
(a)('l)fi)  of  this  section.  Additionally, 
for  horses  intended  for  importation 
under  § 93.301(f)  of  this  part,  the  horse's 
owner  or  importer  must  include  the 
following  information  with  the  applica- 
tion for  permit  that  is  required  by 
jparagraph  (aKl)U)  of  this  section: 

(A)  That  the  application  is  being 
made  for  a  horse  that  will  remain  in 
the  United  States  for  no  more  than  90 
days; 

(B)  The  names,  dates,  and  locations 
of  the  events  in  which  the  horse  will 
compete  while  in  the  United  States: 

(C)  The  names  and  localions  of  the 
premises  on  which  the  horse  will  be 
kept  while  in  the  United  States,  and 
the  dates  the  horse  Will  be  kept  on 
each  premises;  and 


(D)  The  methods  and  routes  by  which 
the  horse  will  be  transported  while  in 
the  United  States. 

(iii)  Approval  of  an  application  for  a 
permit  to  import  a  horse  under 
§93.30im  of  this  part  is  contingent 
upon  a  determination  by  the  Adminis- 
trator that  sufficient  APHIS  personnel 
are  available  to  provide  the  services  re- 
quired.  If  more  than  one  application  for 
an  import  permit  is  received.  APHIS 
personnel  will  be  assigned  in  the  order 
that  applications  that  otherwise  meet 
the  requirements  of  this  section  are  re- 
ceived. 

(,2;  An  application  for  permit  to  im- 
port horses  from  regions  listed  In 

§93.301(0(1)  of  the  regulations,  horses 
intended  for  quarantine  at  a  quar- 
antine facility  provided  by  the  im- 
porter, may  also  be  denied  because  oft 
Communicable  disease  conditions  in 
the  area  or  region  of  origin,  or  in  a  re- 
gion where  the  shipment  has  been  or 
will  be  held  or  through  which  the  ship- 
ment has  been  or  will  be  transported; 
deficiencies  in  the  regulatory  programs 
for  the  control  or  eradication  of  animal 
diseases  and  the  unavailability  of  vet- 
erinary  .services  in  the  aViove  men- 
tioned regions;  the  importer's  failure 
to  provide  satisfactory  evidence  con- 
cerning the  origin,  history,  and  health 
status  of  the  horses:  the  lack  of  satis- 
factory information  necessary  to  deter- 
mine that  the  importation  will  not  be 
likely  to  transmit  any  communicable 
disease  to  livestock  or  poultry  of  the 
United  States:  or  any  other  cir- 
cumstances which  the  Administrator 
believes  require  such  denial  to  prevent 
the  dissemination  of  any  commu- 
nicable disease  of  livestock  or  poultry 
into  the  United  States. 

(8X1)  The  importer  or  importer's 
agent  shall  pay  or  ensure  payment  of  a 
reservation  fee  for  each  lot  of  horses  to 
be  quarantined  in  a  facility  maintained 
by  USDA.  For  horses,  the  reservation 
fee  shall  be  100  percent  of  the  cost  of 
providing  care.  feed,  and  handling  dur- 
ing quarantine,  as  estimated  by  the 
quarantine  facility's  veterinarian  in 
charge. 

(ii)  At  the  time  the  importer  or  the 
importer  s  agent  requests  a  reservation 
of  quarantine  space,  the  Importer  or 
importer's  agent  shall  pay  the  reserva- 
tion fee  by  check  or  U.S.  money  order 
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or  ensure  payment  of  the  reservation 
fee  by  an  irrevocable  letter  of  credit 

from  a  commercial  bank  (the  effective 
date  on  such  letter  of  credit  shall  run 
to  30  days  after  the  date  the  horses  are 
scbednled  to  be  released  firom  qaar- 
antlne);  except  that  anyone  who  issues 
a  check  to  the  Department  for  a  res- 
ervation fee  which  is  returned  because 
of  inaufndent  Ainds  shall  be  denied 
any  fbrther  request  for  reservation  of  a 
quarantine  space  ontll  the  outstanding 
amount  is  paid. 

(Ul)  Any  reservation  fee  paid  by 
check  or  U.S.  money  order  shall  be  ap- 
plied against  the  expenses  incurred  for 
services  received  by  the  importer  or 
importer's  agent  in  connection  with 
the  Quarantine  for  which  the  reserva- 
tion was  made.  Any  part  of  the  reser\'a- 
tion  iee  which  remains  unused  after 
being  applied  against  the  expenses  in- 
curred for  services  received  by  the  im- 
porter or  the  importer's  agent  in  con- 
nection with  the  quarantine  for  which 
the  reservation  was  made,  shall  be  re- 
turned to  the  individual  who  paid  the 
reservation  fee.  If  the  reservation  fee  is 
ensured  by  a  letter  of  credit,  the  De- 
partment will  draw  against  the  letter 
of  credit  unless  pairment  for  services 
received  by  the  importer  or  importer's 
agent  in  connection  with  the  quar- 


antine is  otherwise  made  at  least  3 
days  prior  to^the  expiration  date  of  the 
letter  of  credit. 

(iv)  Any  reservation  fee  shall  be  for- 
feited if  the  importer  or  the  importer's 
agent  fails  to  present  for  entry,  within 
24  hours  following  the  designated  time 
of  arrival,  the  horse  for  which  the  res- 
ervation was  made:  Except  that  a  res- 
ervation fee  shall  not  be  forfeited  if  the 
Administrator  determines  that  serv- 
ices, other  than  provided  by  carriers, 
necessary  for  the  importation  of  the 
horses  within  the  required  period  are 
unavailable  because  of  unforeseen  cir- 
cumstances as  determined  by  the  Ad- 
ministrator (such  as  the  closing  of  an 
airport  due  io  inclement  weather  or 
the  unavailability  of  the  reserved  space 
due  to  the  extension  of  uiother  quar- 
antine). 

(v)  If  the  reservation  fee  was  ensured 
by  a  letter  of  credit  uid  the  fee  is  to  be 

forfeited  under  paragraph  fa)(3^(iv)  of 
this  section,  the  Department  will  draw 
against  the  letter  of  credit  unless  the 
reservation  fee  is  otherwise  paid  at 
least  3  days  prior  to  the  expiration 
date  of  the  letter  of  credit. 

(vi)  If  a  reservation  is  canceled,  the 
importer  or  the  importer's  agent  will 
be  chartred  a  fee  according  to  the  fol- 
lowing schedule: 


CwwsflMion  dels 

Fm 

Lmtian15diystalbro1lwsohediil8drasMvaKondBle  

25  percent  of  the  reservation  tea. 
50  percent  of  the  reservation  taa. 
100  percent  pf  the  resefvation  fee. 

(vii)  If  the  reservation  fee  was  en- 
sured by  a  letter  of  credit,  the  Depart- 
ment will  draw  the  amount  of  the  can- 
cellation fee  against  the  letter  of  cred- 
it unless  the  cancellation  fee  is  other- 
wise paid  at  least  3  days  prior  to  the 
expiration  date  of  the  letter  of  credit. 

(b)  Permit.  (1)  When  a  permit  is 
Issued,  the  original  and  two  copies  will 
be  sent  to  the  importer.  It  shall  be  the 
responsibility  of  the  importer  to  for- 
ward the  original  permit  and  one  copy 
to  the  shipper  in  the  region  of  origin, 
and  it  shall  also  be  the  responsibility 
of  the  importer  to  ensure  that  the  ship- 
per presents  the  copy  of  the  permit  to 
the  carrier  and  makes  the  necessary 
arrangements  for  the  original  permit 
to  accompany  the  shipment  to  the 


specified  U.S.  port  of  entry  for  presen- 
tation to  the  collector  of  customs. 

(2)  Horses  and  horse  test  specimens 
for  which  a  permit  is  required  under 
paragraph  (a)  of  nv:~  section  will  be  re- 
ceived at  the  port  ol  entry  specified  on 
the  permit  within  the  time  prescribed 
in  the  permit,  which  shall  not  exceed  14 
days  from  the  Urst  day  that  the  permit 
is  effective. 

(3)  Horses  and  horse  test  specimens 
for  which  a  permit  is  required  under 
paragraph  (a)  of  this  section  will  not  be 
eligible  for  entry  if: 

(i)  A  permit  has  not  been  issued  for 
the  importation  of  the  horse  or  horse 
test  specimen; 
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(ii)  If  the  horse  or  horse  test  speci- 
men is  unaccompanied  by  the  permit 
issued  for  its  importation; 

(ill)  If  the  horoe  or  hone  test  epecl- 
men  is  shipped  from  any  port  other 
than  the  one  desig-nated  in  the  permit; 

(iv)  U  the  horse  or  horse  test  speci- 
men arrives  In  the  United  States  at 
any  port  other  than  the  one  designated 
in  the  permit; 

(V)  If  the  horse  or  horse  test  speci- 
men offered  for  entry  differs  from  that 
described  in  the  permit;  or 

(vi)  If  the  horse  or  horse  test  speci- 
men is  not  handled  as  outlined  in  the 
application  for  the  permit  and  as  speci- 
fied in  the  permit  issued. 

[55  FR  31495.  Aup.  2.  1990.  as  amended  at  56 
FR  15489.  15492.  Apr.  2. 1991;  56  FR  15489,  15492. 
Apr.  17,  1991:  56  PR  83627,  Dec.  5.  1991:  56  PR 
66781.  Dec.  26,  1991:  57  FR  27901.  June  23.  1992; 
59  FR  31924.  June  21.  1994;  59  FR  52237.  Oct.  17. 
19M;  60  PR  46752,  Sept.  27,  1995;  61  FR  1699, 
Jan.  23,  1996:  61  FR  52239.  52245,  Oct.  7,  1996. 
Redesignated  and  amended  at  62  FR  56012. 
56016,  Oct.  28.  1907;  67  PR  72830,  Dec.  9.  2002} 

§93^05  Declaration  and  other  docu- 
■Mnts  Ibr  hones. 

(a)  The  certificates,  declarations,  and 

affidavits  required  by  the  regrulations 
in  tliis  part  shall  l)e  presented  by  the 
importer  or  his  or  her  agent  to  the  col- 
lector of  customs  at  the  port  of  entry, 
upon  arrival  of  horses  at  such  port,  for 
the  use  of  the  veterinary  inspector  at 
the  port  of  entry. 

(b)  For  all  horses  offered  for  importa- 
tion, the  importer  or  his  or  her  agent 
shall  first  present  two  copies  of  a  dec- 
laration which  shall  list  the  port  of 
entry,  the  name  and  address  of  the  im- 
porter, the  name  and  address  of  the 
broker,  the  origin  of  the  horses,  the 
number,  breed,  species,  and  purpose  of 
the  importation,  the  name  of  the  per- 
son to  whom  the  horses  will  be  deliv- 
ered, and  the  location  of  the  place  to 
which  such  delivery  will  be  made. 

§93^06  Inspection   at    the    port  of 
entry. 

(a)  Inspection  shall  be  made  at  the 
port  of  entry  of  all  horses  imported 
from  any  part  of  the  world  except  as 
provided  in  §§93.318  and  93.323.  All 
horses  found  to  be  tree  from  commu- 
nicable disease  and  not  to  have  been 
exposed  thereto  within  60  days  prior  to 
their  exportation  to  the  United  States 


shall  be  admitted  subject  to  the  other 
provisions  In  this  part;  all  other  horses 
shall  be  refused  entry.  Horses  refused 
entry,  unless  exported  within  a  time 
fixed  in  each  case  by  the  Adn^nistrator 
of  Veterinary  Service,  and  in  accord- 
ance with  other  provisions  he  or  she 
may  require  In  each  case  for  their  han- 
dling shall  be  disposed  of  as  the  Admin- 
istrator may  direct  in  accordance  with 
provisions  of  section  2  of  the  Act  of 
Jnly  2.  1962  (21  U.S.O.  134a).  or  the  pro- 
visions of  section  8  of  the  Act  of  Au- 
gust 30.  1890  (21  I'.s.C.  103).  Such  por- 
tions of  the  transporting  vessel,  and  of 
its  cai^o,  which  have  been  exposed  to 
any  such  horses  or  their  emaiiationB 
shall  be  disinfected  in  such  manner  as 
may  be  considered  necessary  by  the  in- 
spector in  charge  at  the  port  of  entry, 
to  prevent  the  introduction  or  spread 
of  livestock  or  poultry  disease,  before 
the  cargo  is  allowed  to  land. 

[55  FR  31495,  AuR.  2.  1990.  Redesl^ated  and 
amended  at  62  FR  56012.  56016.  Oct.  28.  1997] 

§93.307  Articles  acoootpanying  horses. 

No  litter  or  manure,  fodder  or  other 
aliment,  nor  any  equipment  such  as 
boxes,  buckets,  ropes,  chains,  blankets, 
or  other  things  used  for  or  about  horses 
governed  by  the  regulations  this  part, 
shall  be  landed  from  any  conveyance 
except  under  such  restrictions  as  the 
inspector  in  charge  at  the  port  of  entry 
ahsdl  direct. 

993.808  Qnarantine  requirements. 

<a)  Bxcept  as  provided  in  this  section 

and  in  §93.324.  horses  intended  for  im- 
portation into  the  United  States  from 
any  part  of  the  world  shall  be  slilpped 
directly  to  a  port  designated  in  $$93,808 
and  92.324  and  be  quarantined  at  said 
port  until  negative  results  to  port  of 
entry  tests  are  obtained  and  the  horses 
are  certified  by  the  port  veterinarian 
to  be  tree  from  clinical  evidence  of  dis- 
ease. 

(1)  Except  as  provided  in  §§93.317  and 
93.324.  and  except  with  respect  to 
horses  from  Argentina.  Bermuda*  and 
the  British  Virgin  Islands,  horses  in- 
tended for  importation  from  the  West- 
em  Hemisphere  shall  be  quarantined  at 
a  port  designated  in  §  93.303  for  not  less 
than  7  days  to  be  evaluated  for  signs  of 
Venezuelan  equine  encephalomyelitis. 
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(2)  Horses  intended  for  importation 
from  regions  APHIS  considers  to  be  af- 
fected with  African  horse  sickness  may 
enter  the  United  States  only  at  the 
port  of  New  York,  and  must  be  quar- 
antined at  the  New  York  Animal  Im- 
port Center  in  Newburgh,  New  York, 
for  at  least  60  days.  l%is  restriction 
also  applies  to  horses  that  have 
stopped  in  or  transited  a  region  consid- 
ered affected  with  African  horse  sick- 
ness, APHIS  considers  the  following  re- 
gions to  he  affected  with  African  horse 
sickness:  Oman,  Saudi  Arabia,  the 
Yemen  Arab  Republic,  and  all  the  re- 
gions on  the  continent  of  AMca  except 
Morocco. 

(3)  To  qualify  for  release  from  quar- 
antine, all  horses,  except  horses  from 
Iceland,  must  test  negative  to  official 
tests  for  dourlne,  glanders,  equine 
piroplasmosis.  and  equine  infectious 
anemia."  However,  horses  imported 
firom  Australia  and  New  Zealand  are 
exempt  from  testing  for  dourlne  and 
glanders.  In  addition,  all  horses  must 
imdergo  any  other  tests,  inspections, 
disinfections,  and  precautionary  treat- 
ments that  may  be  required  by  the  Ad- 
ministrator to  determine  their  freedom 
from  communicable  diseases. 

(4)  Any  quarantine  period  required 
for  a  horse  shall  be  counted  using  the 
first  day  after  arrival  of  the  horse  at 
the  quarantine  facility  as  the  first  day 
of  quarantine  and  may  be  extended  for 
such  additional  period  as  the  Adminis- 
trator may  require  to  determine  its 
freedom  from  disease.  Any  horse  which 
is  positive  to  any  of  the  port  of  entry 
tests  named  in  this  p.iia-rraph  or  any 
other  test  required  by  tlie  Adminis- 
trator, or  which  is  found  by  the  port 
veterinarian  to  exhibit  evidence  of 
communicable  disease  during  quar- 
antine shall  be  refused  entry  into  the 


14  Because  the  official  tests  for  dourlne  and 

glanders  aic  pfi-fnimtHl  (inly  at  the  National 

Veterinaxy  Services  Laboratories  in  Ames, 
lA,  the  protocols  for  those  teste  have  not 

been  published  and  are.  therefore,  not  avail- 
able; however,  copies  of  "Protocol  for  the 
Complement-Fizatlon  Test  for  Equine 
Piroplasmosis"  and  "'Protocol  for  the 
Imniunno-Diffusion  (Coggins)  Test  For 
Equine  Infectious  Anemia"  may  be  obtained 
from  the  Animal  and  Plant  Health  Inspec- 
tion Service,  Veterinary  Services,  National 
Center  for  Import-Export,  4700  River  Road 
Unit  38,  Riverdale,  MD  20737-1231. 


United  States  and  removed  by  the  im- 
porter to  a  country  other  than  the 
United  States  within  10  days  of  the 
date  that  the  importer  is  notified  by 
APHIS  that  such  horse  has  been  re- 
fused entry  into  the  United  States. 
Upon  request,  the  Administrator  may 
grant  additional  time  for  the  removal 
of  a  horse  from  the  United  States  in 
any  case  in  which  he  or  she  determines 
that  delay  is  unavoidable  due  to 
uiiioiseen  circumstances  and  the  addi- 
tional time 'for  removal  of  the  horse 
will  not  present  a  threat  of  the  spread 
of  communicable  disease  to  other  ani- 
mals in  the  United  States.  At  the  op- 
tion of  the  importer,  such  horse  may  be 
disposed  of  in  accordance  with  such 
conditions  as  the  Administrator  be- 
lieves necessary  to  prevent  the  dis- 
semination of  communicable  disease 
into  the  United  States.  The  importer 
shall  be  responsible  for  all  costs  of  sudh 
removal  or  disposal. 

(b)  Spectai  provisions.  Horses  pre- 
sented for  entry  into  the  United  States 
as  provided  in  § 93.303(e)  of  this  part 
shall  be  quarantined  in  facilities  pro- 
vided by  the  importer  and  approved  by 
the  Administrator.  Requests  for  ap- 
proval and  plans  for  proposed  facilities 
shall  be  submitted  no  less  than  15  days 
before  the  proposed  date  of  entry  of 
horses  into  the  quarantine  facility  to 
the  Animal  and  Plant  Health  Inspec- 
tion Service,  Veterinary  Services,  Na- 
tional Center  for  Import-Export,  4700 
River  Road.  Unit  38,  Riverdale,  Mary- 
land 20737  1231.  Before  the  facility  is 
approved,  an  inspection  of  the  facility 
shall  be  made  by  a  Veterinary  Medical 
Officer  of  APHIS,  to  determine  whether 
it  complies  with  the  standards  set 
forth  in  paragraph  (c)  of  this  section: 
Provided,  however.  That  approval  of  any 
quarantine  fability  and  use  of  such  fa- 
cility shall  he  contingent  upon  a  deter- 
mination made  by  the  Administrator 
that  adequate  personnel  are  available 
to  provide  services  required  by  the  fiEl>- 
cility.  Approval  of  any  facility  may  be 
refused  and  approval  of  amy  approved 
quarantine  facility  may  be  withdrawn 
at  any  time  by  the  Administrator, 
upon  his  or  her  deteririination  that  any 
requii'ement  of  this  section  is  not  being 
met.  Before  sjach  action  is  taken,  the 
operator  of  the  facility  shall  be  in- 
formed of  the  reasons  for  the  proposed 
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action  by  the  Administrator  and  af- 
forded an  opportunity  to  present  Ms  or 
her  views  thereon.  If  there  is  a  conflict 
as  to  any  material  fact,  a  hearinir  shall 
be  held  to  resolve  such  conflict.  The 
cost  of  the  facility  and  all  maintenance 
and  operation  costs  of  such  facility 
shall  be  borne  by  the  importer. 

(c)  Standards  and  Jiandling  procedures 
for  approval  of  quarantine  tadlities  pro- 
vided by  the  importer.  To  qualify  for  des- 
ignation as  an  approved  quarantine  fa- 
cility provided  by  the  importer  for 
horses,  the  facility  shall  be  maintained 
and  operated  in  accordance  with  the 
following  standards: 

(1)  Supervision  of  the  facility.  The  fa- 
cility shall  be  under  the  general  super- 
viBion  of  an  APHIS  veterinarian.  In- 
spection and  quarantine  services  shaU 
be  arranged  by  the  importer  of  his  or 
her  agent  with  the  Veterinarian  in 
Charge,  Veterinary  Services,  APHIS, 
USD  A,  for  the  State  in  which  the  ap- 
proved facility  is  located. no  less  than 
7  days  before  the  proposed  date  of 
entry  of  the  horses  into  the  quarantine 
facility. 

(2)  Physical  requirements  for  facilities — 
(1)  Location.  The  facility  shall  be  lo- 
cated and  oonstmcted  to  prevent 
horses  from  having  physical  contact 
with  animals  outside  the  facility. 

(ii)  Construction.  (A)  The  facility 
shall  be  constructed  only  with  mate- 
rials that  can  withstand  repeated 
cleaning  and  disinfection  in  accordance 
with  §§71.7  and  71.10  of  subchapter  O  of 
this  title.  (All  walls,  floors  and  ceilings 
shall  be  constructed  of  solid  imper- 
vious material.) 

(B)  Doors,  wUidowB,  and  other  open- 
ings of  the  facility  shall  be  provided 
with  double  screens  which  will  prevent 
Insects  from  entering  the  facility. 

(3)  Sanitation  and  security,  (i)  The  im- 
porter shall  arrange  for  a  supply  of 
water  adequate  to  clean  and  disinfect 
the  facility  in  accordance  with  §§71.7 
and  71.10  of  subchapter  C  of  this  title. 

(ii)  All  feed  and  bedding  used  for 
horses  in  approved  quarantine  facili- 
ties shall  originate  from  an  area  not 


"The  name  and  address  of  the  Veteri- 

narian  In  Charprp  of  any  State  are  available 
from  the  Animal  and  Plant  Health  Inspec- 
Uon  Service.  Veterinary  Services.  National 

Center  for  Import-Export.  4700  River  Road 
Unit  3».  Hiverdale.  Maryland  20737-1281. 


under  quarantine  because  of  cattle 
fever  ticks  (see  §§72.3  and  72.5  of  sub- 
chapter C  of  this  title)  and  shall  be 
stored  within  the  facility. 

(iii)  Upon  the  death  or  destructlcm  of 
any  horse,  the  importer  shall  arrange 
for  the  disposal  of  the  horse's  carcass 
by  incinermtion.  Disposal  of  all  other 
waste  removed  from  the  facility  during 
the  time  the  horses  are  in  quarantine 
or  from  horses  which  are  refused  entry 
into  the  United  States  shall  be  either 
by  incineration  or  in  a  imblio  sewer 
ssrstem  which  meets  all  applit  i>1  '  en- 
vironmental quality  control  standards. 
Following  completion  of  the  quar- 
antine period  and  the  release  of  the 
horses  into  the  United  States  all  waste 
may  be  removed  from  the  quarantine 
facility  without  further  restriction. 

(iv)  The  facility  shall  be  maintained 
and  operated  in  accordance  with  any 
additional  requirements  the  Adminis- 
trator deems  appropriate  to  prevent 
the  dissemination  of  any  commu- 
nicable disease. 

(V)  The  facility  shall  comply  with  all 
appHrahle  local.  State  and  Federal  re- 
quirements for  environmental  quality. 

(4)  Operational  procedures. 

(i)  Personnel.  (A)  Access  to  the  facil- 
ity shall  be  g-ranted  only  to  persons 
working  at  the  facility  or  to  persons 
specifically  granted  such  access  by  the 
supervisinsr  AFHIS  veterinarian. 

(B)  The  importer  shall  provide  at- 
tendants for  the  care  and  feeding  of 
horses  while  in  the  quarantine  facility. 

(C)  Persons  working  in  the  quar- 
antine facility  shall  not  come  In  con- 
tact with  any  horses  outside  the  quar- 
antine facility  during  the  quarantine 
period  for  any  horses  in  such  quar- 
antine facility. 

(ii)  Handling  of  horses  in  quarantine. 
Horses  offered  for  importation  into  the 
United  States  which  are  quarantined  in 
an  approved  quarantine  facility  pro- 
vided by  the  importer  shall  be  handled 
in  accordance  with  §93.308(a)  while  in 
quarantine. 

[65  FB  31495,  Aug.  2.  1990] 

EDIT0RI.\L  Ncn  K;  For  FEDERAL  REGISTER  ci- 
tations affecting  §93.;iU8,  see  the  LA&t  of  CFR 
Sections  Affected,  which  appears  In  the 
Finding  Aid.s  section  Of  the  printed  volnme 
and  on  GPO  Access. 
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193.389  Horse  quarantine  facilities. 

(a)  Privately  operated  quarantlTte  facili- 
ties. The  importer,  or  his  or  her  agent, 
of  horses  subject  to  quarantine  under 
the  regulations  in  this  part  shall  ar- 
nnge  for  acceptable  transportation  to 
the  privately  operated  quarantine  fa- 
cility and  for  the  care.  feed,  and  han- 
dling of  Lhe  horses  fi'om  the  time  of  un- 
loadinflr  at  the  quarantine  port  to  the 
timt^  of  release  from  quarantine.  Such 
arrangements  shall  be  agreed  to  in  ad- 
vance by  the  Administrator.  All  ex- 
penses resulting  therefrom  or  Incident 
thereto  shall  be  the  responsibility  of 
the  importer:  APHIS  assumes  no  re- 
sponsibility with  respect  thereto.  The 
quarantine  ftkcility  must  be  suitable  for 
the  quarantine  of  such  horses  and  must 
be  approved  by  the  Administrator  prior 
to  the  issuance  of  any  import  permit. 
The  facilities  occupied  by  horses 
should  be  kept  clean  and  sanitary  to 
the  satisfaction  of  the  inspector  as- 
signed to  supervise  the  quarantine.  U 
for  any  cause  the  care,  feed,  or  han- 
dling of  horses,  or  the  sanitation  of  the 
facilities,  is  neglected,  in  the  opinion 
of  the  inspector  assigned  to  supervise 
the  quarantine,  such  services  may  be 
furnished  by  APHIS  in  the  same  man- 
ner as  though  arrangements  had  been 
made  for  such  services  as  provided  by 
paragraph  (b)  of  this  section,  and/or  the 
horses  may  be  disposed  of  as  the  Ad- 
ministrator, may  liirect.  including  sale 
in  accordance  with  the  procedure  de- 
scribed in  paraerraph  (b)  of  this  section. 
The  importer,  or  his  or  her  agent,  shall 
request  in  writing  such  inspection  and 
other  services  as  may  be  required,  and 
shall  waive  all  claim  against  the 
United  States  and  APHIS  or  any  em- 
ployee of  APHIS  for  damages  which 
may  arise  from  such  services.  The  Ad- 
ministrator, may  inrescribe  reasonable 
rates  for  the  services  provided  under 
this  paragraph.  When  it  is  found  nec- 
essary to  extend  the  usual  minimum 
quarantine  period,  the  Importer,  or  his 
or  her  agent,  shall  be  so  advised  in 
writing  and  shall  pay  for  such  addi- 
tional quarantine  and  other  services 
required.  Pasnnent  for  all  services  re- 
ceived by  the  importer,  or  his  or  her 
agent,  in  connection  with  each  sepa- 
rate lot  of  horses  shall  be  made  by  cer- 
tified check  or  U.S.  money  order  prior 
to  release  of  the  horses.  If  such  pay- 


ment is  not  made,  the  horses  may  be 

sold  in  accordance  with  the  procedure 
described  in  pai'agraph  (b)  of  this  sec- 
tion, or  otherwise  disposed  of  as  di- 
rected by  the  Administrator. 

(b)  Quarantine  facilities  maintained  by 
APHIS.  The  importer,  or  his  or  her 
agent,  of  horses  subject  to  quarantine 
under  the  regulations  in  this  part  shall 
arrange  for  acceptable  transportation 
to  the  quarantine  facility,  and  for  the 
care,  feed,  and  handling  ol  the  horses 
from  the  time  they  arrive  at  the  quar- 
antine  port  to  the  time  of  release  ftom 
quarantine.  Such  arrangements  shall 
be  agreed  to  in  advance  by  the  Admin- 
istrator. The  importer  or  his  or  her 
agent  shall  request  in  writing  such  in- 
spection and  other  services  as  may  be 
required,  and  shall  waive  all  claim 
against  the  United  States  and  APHIS 
or  any  employee  of  APHIS»  for  dam- 
ages which  may  arise  from  such  serv- 
ices. All  expenses  resulting  therefrom 
or  incident  thereto  shall  be  the  respon- 
sibility of  this  importer;  APHIS  as- 
sumes no  responsibility  with  respect 
thereto.  The  Administrator  may  pre- 
scribe reasonable  rates  for  the  services 
provided  under  this  paragraph.  When  it 
is  found  necessary  to  extend  the  usual 
minimum  quarantine  period,  the  im- 
porter, or  his  or  her  agent,  shall  be  so 
advised  in  writing  and  shall  pay  for 
such  additional  quarantine  and  other 
services  required.  Payment  for  services 
received  by  the  importer,  or  his  or  her 
agent,  in  connection  with  each  sepa- 
rate lot  of  horses  shall  be  made  by  cer- 
tified check  or  U.S.  money  order  prior 
to  release  of  the  horses.  If  such  pay- 
ment is  not  made,  the  horses  may  be 
sold  in  accordance  with  the  procedure 
described  in  this  paragraph  or  other- 
wise disposed  of  as  directed  by  the  Ad- 
ministrator. When  pa3rment  is  not 
made  and  the  horses  are  to  be  sold  to 
recnvoi'  payment  for  service.^;  received, 
the  importer,  or  his  or  her  agent,  will 
be  notified  by  the  inspector  that  if  said 
charges  are  not  immediately  paid  or 
satisfactory  arrangements  made  for 
payment,  the  horses  will  be  sold  at 
public  sale  to  pay  the  expense  of  care, 
feed,  and  handling  during  that  period. 
The  sale  will  be  held  after  the  expira- 
tion of  the  quarantine  period,  at  such 
time  and  place  to  may  be  designated  by 
the  Qeneral  Services  Administration  or 
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other  rtesi'jfnated  sellinnr  acrent.  The 
proceeds  of  the  sale,  after  deducting 
the  charges  for  care,  feed,  and  handling 
of  the  horses  and  otber  expenses,  in- 
cluding the  expense  of  the  sale,  shall  be 
held  In  a  Special  Deposit  Account  in 
the  United  States  Treasury  for  6 
months  from  the  date  of  sale.  If  not 
claimed  by  the  importer,  or  his  or  her 
agent,  within  6  months  from  the  date 
of  sale,  the  amount  so  held  sliall  be 
transferred  from  the  Special  Deposit 
Account  to  the  General  Fund  Accoimt 
in  the  United  States  Treasury. 

(c)  Amounts  collected  from  the  im- 
porter, or  his  or  her  agent,  for  service 
rendered  shall  be  deposited  so  as  to  he 
available  for  defray! ngr  the  expenses  in- 
volved in  this  service. 

§96^10   Quarantine  stations,  visiting 
restricted;  sales  prohibited. 

Visitors  shall  not  be  admitted  to  the 
quarantine  enclosure  during  any  time 
that  horses  are  in  quarantine  except 
that  an  importer  (or  his  or  her  accred- 
ited agent  or  veterinarian)  may  be  ad- 
mitted to  the  yards  and  buildings  con- 
taining his  or  her  quarantined  horses 
at  soi^  intenrals  as  may  be  deemed 
necessary,  and  under  such  conditions 
and  restrictions  as  may  be  imposed,  by 
the  inspector  in  charge  of  the  quar- 
antine station.  On  the  last  day  of  the 
quarantine  period,  owners,  officers  or 
registry  societies,  and  others  having 
official  business  or  whose  services  may 
be  necessary  in  the  removal  of  the 
horses  may  be  admitted  upon  written 
permission  from  the  said  inspector.  No 
exhibition  or  sale  shall  be  allowed 
within  the  quarantine  grounds. 

$93,311    Milk  from  quarantined  horses. 

Milk  or  cream  from  horses  quar- 
antined under  the  provisions  of  this 
part  shall  not  be  used  by  any  person 

other  than  those  in  charge  of  such 
horses,  nor  be  fed  to  any  animals  other 
than  those  within  the  same  enclosure, 
without  permission  of  the  inspector  in 
charge  of  the  quarantine  station  and 
subject  to  such  restrictions  as  he  or 
she  may  consider  necessary  to  each  in- 
stance. No  milk  or  cream  shall  be  re- 
moved from  the  quarantine  premises 
except  in  compliance  with  all  State 
and  local  regulations. 


S  93.312  Mamm    fhmi  qnanwithnNi 

horses. 

No  manure  shall  be  removed  from  the 
quanatine  premises  until  the  release 
of  the  horses  producing  same. 

^93^)13   Appearance  of  fiincwoci  among 
tmrniBf  iw  qaanmtiiie* 

If  any  contagious  disease  appears 
among  horses  during  the  quarantine 
period  special  precautions  shall  be 
taken  to  prevent  spread  of  the  infec- 
tion to  other  animals  in  the  quarantine 
station  or  to  those  outside  the  grounds. 
The  affected  horses  shall  be  disposed  of 
as  the  Administrator  may  diroot,  de- 
pending upon  the  nature  of  the  disease. 

§93.314  Horses,  certification,  and  ac- 
companying  eQuipnMnt* 

(a)  Horses  offered  for  importation 
from  any  part  of  the  world  shall  be  ac- 
companied by  a  certificate  of  a  salaried 
veterinary  officer  of  the  national  gov- 
ernment  of  the  region  of  origin,  or  if 
exported  from  Mexico,  shall  be  accom- 
panied either  by  such  a  certificate  or 
by  a  certificate  issued  by  a  veteri- 
narian accredited  by  the  National  Gov- 
ernment of  Mfxioo  and  endorsed  by  a 
full-time  salaried  veterinary  officer  of 
the  National  Gk>vemment  of  Mexico, 
thereby  representing  that  the  veteri- 
narian issuing  the  cei  tificat'^  was  au- 
thorized to  do  so,  showing  that: 

(1)  The  horses  described  in  the  cer- 
tificate have  been  in  said  region  during 
the  60  days  preceding  exportation: 

(2)  That  each  horse  has  been  in- 
spected on  the  premises  of  origin  and 
found  free  of  evidence  of  communicable 
disease  and.  insofar  as  can  be  deter- 
mined, exposure  thereto  during  the  60 
days  preceding  exportation; 

(3)  That  each  horse  has  not  been  vac- 
cinated with  a  live  or  attenuated  or  in- 
activated vaccine  during  the  14  days 
preceding  exportation:  Provided,  how- 
ever, that  in  specific  cases  the  Adminis- 
trator may  authorize  horses  that  have 
been  vaccinated  with  an  inactivated 
vaccine  to  enter  the  United  States 
when  he  or  she  determines  that  in  such 
cases  and  under  such  conditions  as  he 
or  she  may  prescribe  such  importation 
will  not  endanger  the  livestock  In  the 
United  States,  and  such  horses  comply 
with  all  other  applicable  requirements 
of  this  part; 
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(4)  Tbat,  insofar  as  can  be  deter- 
mined, no  case  of  African  horse  sick- 
ness, dourine.  glanders,  surra,  epizootic 
lymphangitis,  ulcerative  lymphangitis, 
equine  plroplasmoeis,  Venezuelan 
equine  encephalomyelitis,  vesicular 
stomatitis,  or  equine  infectious  anemia 
has  occurred  on  the  premises  of  origin 
or  on  adjoining  premises  during  the  60 
days  preceding  esg^rtatlon;  and 

(5)  That,  except  as  provided  in 
§93.301(^): 

(i)  The  horses  have  not  been  in  any 
region  listed  in  S9S.901(c)(l)  as  affected 

with  CEM  during-  the  12  months  imme- 
diately prior  to  their  importation  into 
the  United  States; 

(11)  The  horses  have  not  been  on  any 
premises  at  any  time  during  which 
time  such  premises  were  found  by  an 
official  of  the  veterinary  services  of 
the  national  government  of  the  region 
where  such  premises  are  located,  to  be 
affected  with  CEM; 

(iii)  The  horses  have  not  been  bred  by 
or  bred  to  any  horses  from  an  affected 
premises;  and 

(Iv)  The  horses  have  had  no  other 
contact  with  horses  that  have  been 
found  to  be  affected  with  CEM  or  with 
horses  that  were  imported  from  regions 
affected  with  CEM. 

<h)  If  a  horse  is  presented  for  impor- 
tation from  a  region  where  it  has  been 
for  less  than  60  days,  the  horse  must  be 
accompanied  by  a  certificate  that 
meets  the  requirements  of  parag^raph 
(a)  of  this  section  that  has  been  issued 
by  a  salaried  veterinary  officer  of  the 
national  government  of  each  region  in 
which  the  horse  has  been  during  the  60 
days  immediately  precediner  its  ship- 
ment to  the  United  States.  The  dates 
during  which  the  horse  was  in  each  re- 
gion during  the  60  days  immediately 
preceding  its  exportation  to  the  United 
States  shall  be  included  as  a  part  of  the 
certification. 

(c)  Followli^  the  port-of-entry  in- 
spection required  by  §93.306  of  this 
part,  and  before  a  horse  offerefl  for  im- 
portation from  any  part  of  the  world  is 
released  from  the  port  of  entry,  an  in- 
spector may  require  the  horse  and  its 
accompanying  equipment  to  be  dis- 
infected as  a  precautionary  measure 
against  the  Introduction  of  foot-and- 
mouth  disease  or  any  other  disease 


dangerous  to  the  livestock  of  the 
United  States. 

[61  FR  52215.  Oct.  7.  1996.  Redcsig-nated  and 
amended  at  62  FR  56012,  56017.  Ck:t.  28.  1997;  63 
FB  53788.  Oct.  7. 1996] 

Canada  i6 

§98.315  bnport  peradt  and  dedandioii 

for  horses. 

For  all  horses  offered  for  importation 
from  Canada,  the  importer  or  his  or  her 
agent  shall  present  two  copies  of  a  dec- 
laration as  provided  In  S  98.306. 

[55  FR  31496,  Aug.  2,  1990.  Redesignated  and 
amended  at  02  FR  56012, 50017,  Oct.  28, 1997] 

§98.816  Horses  firom  Canada  Ibr  iaune- 
diate  slaii|^ter. 

Horses  imported  from  Canada  for  im- 
mediate slaug-hter  shall  be  consig-ned 
from  the  port  of  entry  directly  to  a  rec- 
ognized slaughtering  establishment 
and  there  be  slaughtered  within  two 
weeks  from  the  date  of  entry.  Such 
horses  shall  be  inspected  at  the  port  of 
entry  and  otherwise  handled  in  accord- 
ance with  §93.306.  As  used  in  this  sec- 
tion, "directly"  means  without  unload- 
ing en  route  if  moved  in  a  means  of 
conveyance,  or  without  stopping  If 
moved  In  anyj  other  manner. 

[55  FR  31495,  Avig.  2,  1990,  as  ajnended  at  58 

FR  28216.  June  1,  1994.  Redesig-nated  and 
amended  at  62  FR  56012,  56017,  Oct.  28.  1997] 

§98^17  Hov^  Ihmn  Canada. 

(a)  Except  as  provided  in  paragraph 
(c)  of  this  section,  horses  from  Canada 
shall  be  inspected  as  provided  in 
§98.306:  shall  be  accompanied  by  a  cer- 
tificate as  required  by  §93.314  which 
shall  include  evidence  of  a  negative 
test  for  equine  infectious  anemia  for 
which  blood  samples  were  drawn  during 
the  180  days  preceding  exportation  to 
the  United  .Stntos  and  which  tost  w.as 

conducted  in  a  laboratory  approved  by 
Idle  Ouiada  Department  of  Agriculture 

or  the  United  States  Department  of 
Aericulture:  Krcrpt.  that  horses  accom- 
panying their  dams  which  were  foaled 
after  their  dam  was  so  tested  negative 


Importations  from  Canada  sshall  be  .sub- 
ject to  §§93.315,  93.316,  93.317  and  93.318,  in  ad- 
dition to  other'  sections  in  this  part  which 
are  in  terms  applicable  to  snch  Importations. 
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need  t  be  so  tested;  and  shall  other- 
wise be  handled  as  provided  in  §93  314; 
Provided,  however.  That  certificates  re- 
quired for  liorses  ftom  Canada  may  be 
either  issued  or  endorsed  by  a  salaried 
veterinarian  of  the  Canadian  Govern- 
ment: And  provided,  further.  That 
USDA  veterinary  port  inspection  is  not 
required  for  horses  imported  firom  Can- 
ada under  temporary  Customs  author- 
ization for  a  period  of  30  days  from  the 
date  of  issue  of  the  certificate  and  the 
certificate  issued  Is  valid  for  an  unlim- 
ited number  of  importations  into  the 
United  States  during  the  30-day  period. 

(b)  Horses  of  United  States  origin 
that  are  imported  into  Canada  under 
an  export  health  certificate  valid  for  a 
period  of  30  days  from  the  date  of  issue 
may  re-enter  the  United  States  an  un- 
limited number  of  times  during  the  30- 
day  period,  without  I^RDA  veterinary 
port  inspection,  at  any  Custom  land 
border  port  ol  entry  designated  for  ani- 
malB  from  Canada,  if  accompanied  by 
the  orig^inal  export  health  certificate 
under  which  they  were  permitted  entry 
into  Canada. 

(c)  Horses  for  immediate  slaughter 
may  be  Imported  from  Canada  without 
the  certification  prescribed  in  para- 
graph (a)  of  this  section,  but  shall  be 
subject  to  the  other  applicable  provi- 
sions of  this  part,  and  shall  be  accom- 
panied by  a  certificate  issued  or  en- 
dorsed by  a  salaried  veterinarian  of  the 
Canadian  Government  stating  that: 

(1)  The  horses  were  inspe(  ted  on  the 
premises  where  assembled  for  shipment 
to  the  United  States  within  the  30  days 
Inamediately  prior  to  the  date  of  export 
and  were  found  free  of  evidence  of  com- 
municable disease,  and 

(2)  As  liar  as  can  be  determined,  they 
have  not  been  exposed  to  any  such  dis- 
ease during  the  60  days  immediately 
preceding  their  exportation. 

L55  FR  31495.  Aug.  2,  1990.  as  amended  at  56 
FR  89B63,  July  24,  1991.  Redesignated  and 
amended  at  62  FR  56012, 66017.  Oot.  28, 1997] 

ft9a4ll8  Special  proviskma. 

(a)  In-bond  shipments  from  Canada.  (1) 
Horses  from  Canada  transported  in- 
bond  through  the  United  States  for  im- 
mediate export  shall  be  inspected  at 
the  border  port  of  entry  and,  when  ac- 
companied by  an  import  permit  ob- 


tained under  §  93.304  of  this  part  and  all 
conditions  therein  are  observed,  shall 
be  allowed  entry  into  the  United  States 
and  shall  be  otherwise  handled  as  pro- 
vided in  paragraph  (b)  of  f  98.901.  Horses 
not  accompanied  by  a  permit  shall 
meet  the  requirements  of  this  part  in 
the  same  manner  as  horses  destined  for 
importation  into  the  United  States,  ex- 
cept that  the  Administrator  may  per- 
mit their  inspection  at  some  other 
point  when  he  or  she  finds  that  such 
action  will  not  increase  the  risk  that 
communicable  diseases  of  livestock 
and  poultry  will  be  disseminated  to  the 
livestock  or  poultry  of  the  United 
States. 

(2)  In-transit  shipments  through  Can- 
ada.  Horses  originating  in  the  United 
States  and  transported  directly 
through  Canada  may  re-enter  the 
United  States  without  Canadian  health 
or  test  certificates  when  accompanied 
by  copies  of  the  United  States  export 
health  certificates  properly  issued  and 
endorsed  in  accordance  with  regula- 
tions in  part  91  of  this  chapter:  Pro- 
vided, That,  to  qualify  for  entry,  the 
date.  time,  port  of  entry,  and  signature 
of  the  Canadian  Port  Veterinarian  that 
inspected  the  horses  for  entry  Into 
Canada  shall  be  recorded  on  the  United 
States  health  certificate,  or  a  paper 
containing  the  information  shall  be  at- 
tached to  the  certificate  that  accom- 
panies the  horses.  In  all  cases  it  shall 
be  determined  by  the  veterinary  in- 
spector at  the  United  States  port  of 
entry  that  tlie  hors<^s  are  the  identical 
horses  covered  by  said  certificate. 

(b)  Exhibition  horses.  Except  as  pro- 
vided in  i  93.317(b),  horses  from  the 
United  States  which  have  been  exhib- 
ited at  the  Royal  Agricultural  Winter 
Fair  at  Toronto  or  other  publicly  rec- 
ognized expositions  in  Canada,  includ- 
ing racing,  horse  shows,  rodeo,  circus, 
or  stage  exhibitions  in  Canada,  and 
have  not  been  in  that  region  for  more 
than  90  days  are  eligible  for  return  to 
the  United  States  without  Canadian 
health  or  test  certificates,  if  they  are 
accompanied  by  copies  of  the  United 
States  health  certificate,  issued  and 
endorsed  in  accordance  with  the  export 
regulations  contained  in  part  91  of  this 


426 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Sen/ice,  USDA 


§93.323 


chapter  for  entry  into  Canada:  Pro- 
vided, That  in  the  case  of  horses  for  ex- 
hibition, including  race  horses,  the  cer- 
tificates shall  certify  that  negative  re- 
snltB  were  obtained  flrom  ofllcial  tests 
for  equine  infectious  anemia  for  which 
blood  samples  were  drawn  within  180 
days  of  the  date  that  the  horses  are  of- 
fered for  return  to  the  United  States: 
And,  provided  further,  That  all  horses 
offered  for  re-entry  upon  examination 
by  the  veterinary  inspector  at  the  U.S. 
port  of  entry,  are  found  by  the  inspec- 
tor to  be  free  of  communicable  diseases 
and  exposure  thereto  and  are  deter- 
mined to  be  the  identical  horses  cov- 
ered by  said  certificates  or  are  the  nat- 
ural increase  of  such  horses  born  after 
official  test  dates  certified  on  the 
dam*s  health  certilloate. 

[55  FR  31495.  Aug.  2,  1990.  Redesignated  and 
amended  at  62  FR  60012, 56017,  Oct.  28, 1907] 

Central,  America  and  the  West 
Indies*' 

S  93.319  Import  permit  and  declaration 
for  horses. 

For  all  horses  offered  for  importation 
from  regions  of  Central  America  or  of 
the  West  Indies,  the  Importer  or  his  or 

her  agent  shall  present  two  copies  of  a 
declaration  as  provided  in  §93.305. 

[55  FR  31495,  Aug.  2.  1990.  Redesignated  and 
amended  at  62  FR  56012.  56017,  Oct.  28, 1997] 

l9t.S20  Horses  ft-om  Camtnl  AoMiiea 

and  the  West  Indies. 

Horses  from  Central  America  and  the 
West  Indies  shall  be  inspected  as  pro- 
vided in  §98.306;  ifhall  be  accompanied 
by  a  certificate  and  otherwise  handled 
as  provided  in  §93.314;  and  shall  be 
quarantined  and  tested  as  provided  in 
§ 93.308(a),  (b)  and  (c):  Provided.  That 
any  such  horses  that  are  found  to  be  in- 
fested  with  fever  ticks,  Boophllus 
annulatus,  shall  not  be  permitted  entry 
until  they  have  been  freed  therefrom 
by  dipping  in  a  permitted  arsenical  so- 


i^ImportationB  tram  regions  ot  Central 

America  and  the  WSSt  Indies  shall  be  subject 
to  §§93.319  and  98.S20,  In  add! lion  to  other 
sections  in  this  satapart,  which  are  in  terms 
applicable  to  such  Importations. 


Intion  or  by  other  treatment  approved 
by  the  Administrator. 

[55  FR  31495.  Aue.  2.  1990.  Redesignated  and 
amended  at  62  FR  56012.  56017.  Oct.  28. 1997] 

Mexicx>i0 

§93.321   Import  permits  and  applica- 
tions  for  inspection  for  horses. 

For  horses  intended  for  importation 

into  the  United  States  from  Mexico, 
the  importer  or  his  or  her  ag^ent  shall 
deliver  to  the  veterinary  inspector  at 
the  port  of  entry  an  application,  in 
writing,  for  inspection,  so  that  the  vet- 
erinary inspector  and  customs  rep- 
resentatives may  make  mutually  satis- 
factory arrangements  for  the  orderly 
inspection  of  the  horses.  The  veteri- 
nary inspector  at  the  port  of  entry  will 
provide  the  importer  or  his  or  her 
agent  with  a  written  statement  assign- 
ing a  date  when  the  horses  may  be  pre- 
sented for  import  inspection. 

§93.322  Declaration  for  hmes. 

For  all  horses  offered  for  importation 

from  Mexico,  the  importer  or  his  or  her 
agent  shall  present  two  copies  of  a  dec- 
laration as  provided  in  §93.305. 

[55  FR  31495.  Aug.  2.  1990.  Redesignated  and 
amended  at  62  FR  66012,  56017.  Oct.  28. 1997] 

§  93.323  Inspection. 

(a)  All  horses  offeT-ed  for  entry  from 
Mexico,  including  such  horses  intended 
for  movement  throagh  the  United 
States  in  bond  for  immediate  return  to 
Mexico,  shall  be  inspected  at  a  facility 
described  in  §93.324,  and  all  such  horses 
found  to  be  free  from  communicable 
disease  and  fever  tick  infestation,  and 
not  to  have  been  exposed  thereto,  shall 
be  admitted  int^  the  United  States 
subject  to  the  other  applicable  provi- 
sions of  this  part.  Horses  found  to  be 
affected  with  or  to  have  been  exposed 
to  a  communicable  disease,  or  infested 
with  fever  ticks,  shall  be  reftised  entry. 
Horses  refused  entry,  unless  exported 
within  a  time  fixed  in  each  case  by  the 
Administrator,  shall  be  disposed  of  as 
said  Administrator  may  direct. 


'"Impoi-tat ions  from  Mexico  shall  b-^  snt/- 
ject  to  §§93.321  to  93.326  inolosive,  in  addition 
to  other  sections  in  this  subpart  which  are  In 
tenns  applicable  for  such  importations. 
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(b)  Horses  covered  by  paraerraph  (a)  of 
this  section  shall  be  Imported  throug'h 
facilities  described  in  §93.324.  which  are 
equipped  with  facilities  necessary  for 
proper  chute  inspection,  dipping,  and 
testing,  as  provided  in  this  part. 

[55  FR  31195.  Aw.  2.  1990.  as  amended  al  58 
FR  45238.  Aug.  27. 1993.  Redesignated  at  62  FR 
6e012.  56017.  Oct.  28.  19971 

§  93.324    Detention  for  quarantine. 

Horses  intended  for  imporlation  from 
Mexico  shall  be  quarantined  until  they 
qualify  for  release  from  snoh  quar^ 
antine.  oither  at  an  APHIS  facility  de.s- 
ignated  in  §93.303  (a)  or  at  a  facility  in 
Mexico.  In  order  to  qualify  lor  such  re- 
lease, all  horses  while  so  detained  shall 
test  negative  to  an  official  test  for  dou- 
rine,  glanders,  equine  plroplasmosis, 
equine  infectious  anemia.^"  and  such 
other  tests  that  may  be  required  by  the 
Administrator  to  determine  their  free- 
dom from  other  communicable  dis- 
eases. Such  horses  shall  also  be  sub- 
jected to  such  other  inspections  and 
disinfections  deemed  necessary  by  the 
Administrator,  and  they  shall  be  re- 
leased from  quarantine  only  if  found  to 
be  tno  from  any  communicable  disease 
upon  inspection. 

[55  FR  31495.  Autr.  2.  1990.  as  amended  at  56 
FR  1&489.  Apr.  17.  1991;  58  FR  45238.  Aug.  27. 
1993;  59  FR  67614,  Dec.  30,  1994:  60  FR  5128. 
Jan.  26.  1995:  61  FR  39853.  July  31.  1996:  61  FR 
52246.  Oct.  7,  1996.  Redesignated  at  62  FR 
68012.  56017.  Oct.  28.  1997,  as  amended  at  63  FR 
3840.  Jan.  26, 1886] 

§93Jit5  Hones  from  Bfezfeo. 

Horses  offered  for  entry  from  Mexico 
shall   be   inspected   as   provided  in 

§§93  306  and  93.323;  shall  be  accom- 
panied by  a  certificate  and  otherwise 
handled  as  provided  In  §93.314;  and 


'^In  view  of  the  fact  that  official  test  for 
dourine  and  glanders  are  run  exclusively  at 
the  National  Veterinary  Services  Labora- 
tory. Ames.  Iowa,  protocols  for  these  tests 
have  not  been  published  and  are  therefore 
not  available;  copies  of  "Protocol  for  the 
Complement-Fixation  Test  for  Equine 
PiropUuunosiB"  and  "Protocol  for  the 
bnmoxio-IMfAsslon  (Cogriarins)  Test  for  Equine 
Infectious  Anemia'"  may  be  obtained  from 
the  Animal  and  Plant  Health  Inspection 
Service,  Veterinary  Services.  National  Cen- 
tei-  for  Import-Export .  1700  River  Road  Unit 
38.  Riverdale.  Maryland  20737-1231. 


shall  be  quarantined  and  tested  as  pro- 
vided in  §93.324:  Provided.  That  horses 
offered  for  impoitation  from  tick-in- 
fected areas  of  Mexico  aliaii  be  chute 
inspected,  unless  in  the  judgment  of 
the  Inspector  a  satisfactory  inspection 
can  be  made  otherwise.  If  upon  inspec- 
tion they  are  found  to  be  apparently 
tree  from  fever  ticks,  before  entering 
the  United  States  they  shall  be  dipped 
once  in  a  permitted  arsenical  solution 
or  be  otherwise  treated  in  a  manner  ap- 
proved by  the  Administrator. 

[55  FH  3Hi>j,  Aug.  2.  1990.  Redesignated  and 
amended  at  62  FR  56012, 66017.  Oot.  28. 189fn 

1 98.326  Horses  for  immediate  slaugh- 
ter. 

Horses  may  be  imported  f^om  Mex- 
ico, subject  to  the  applicable  provi- 
sions of  §§93.321,  93.322,  and  93.323  for 
immediate  slaughter  if  accompanied  by 
a  certificate  of  a  salaried  ▼eterlnarlan 
of  the  Mexican  Government,  or  by  a 
certificate  issued  by  a  veterinarian  ac- 
credited by  the  Mexican  Goverment 
and  endorsed  by  a  salaried  veterinarian 
of  the  Mexican  Government,  thereby 

representing     that     the  vetoTinarian 

issuing  the  certificate  was  authorized 
to  do  so,  stating  that  he  or  she  has  in- 
spected such  horses  on  the  premises  of 

origin  and  found  them  free  of  evidence 
of  communicable  disease,  and  that,  so 
far  as  it  has  been  possible  to  deter- 
mine, they  have  not  been  exposed  to 
any  .such  disoa.se  common  to  animals  of 
their  kind  during  the  preceding  60 
days,  and  if  the  horses  are  shipped  by 
rail  or  truck,  the  certificate  shall  far- 
ther specify  that  the  horses  were  load- 
ed into  cleaned  and  disinfected  cars  or 
trucits  for  transportation  directly  to 
the  port  of  entry.  Such  horses  shall  be 
consigned  from  a  facility  described  in 
§93.324  to  a  recognized  slaughtering  es- 
tablishment and  there  slaughtered 
within  2  weeks  from  the  date  of  entry. 
Such  horses  shall  be  moved  from  the 
port  of  entry  in  conveyances  sealed 
with  seals  of  the  United  States  Govern- 
ment. 

[55  PR  31496.  Aug.  2.  1990.  as  amended  at  67 
FR  28080.  June  24.  1992:  58  FR  45238.  Aug.  27, 
1993;  60  FR  5128.  Jan.  26.  1985;  61  FR  396B8, 
July  31,  1996.  Bedsftignated  and  amended  at 
62  FR  56012  56017.  Oct.  28.  1987:  68  FR  8840. 
Jan.  26. 1998] 
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source:  55  FR  31495.  Aug.  2.  1990.  onleBB 
otherwise  noted.  Redeeignated  at  62  FR  S0012, 

Oct.  28.  1997. 

§08^  I>efinition8. 

Wherever  in  this  subpart  the  fol- 
lowing terms  are  used,  unless  the  con- 
teact  otherwise  requires,  they  diall  be 
construed,  respectively,  to  mean: 

Accredited  herd.  An  accredited  herd  is 
one  that  has  passed  at  least  two  con- 
secutive annual  official  tuberculin 
tests  and  has  no  evidence  of  bovine  tu- 
berculosis. All  animals  in  a  berd  must 
be  free  from  tuberculosis. 

AecredUed  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1.  2,  3,  and  11  of 
subchapter  A,  and  subchapters  B,  C, 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
state-federal  disease  control  and  eradi- 
cation programs. 

Adininistrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion  Service.  United  States  Depart- 
ment of  Amu  ulture.  to  whom  author- 
ity has  been  or  may  be  delegated  to  act 
in  the  Administrator's  stead. 

Animal  and  Plant  Health  Inspection 
Service.  Animal  and  Plant  Health  In- 
spection Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

Animals.  Cattle,  sheep,  goats,  other 
ruminants,  swine,  horses,  asses,  mules, 
sebras,  dogs,  and  poultry. 

APHIS  representative.  A  veterinarian 
or  other  individual  employed  by  the 
Animal  and  Plant  Health  Inspection 
Service,  United  States  Department  of 
Agriculture,  who  Is  autb(>ii/..Ml  to  per^ 
form  the  services  required  by  this  part. 

Brucellosis  certified  free  herd.  A  herd  in 
which  all  eligible  cattle  in  the  herd 
were  negative  to  hrucellosis  tests 
under  the  Canadian  requirements  and 
which  is  officially  certified  by  the  Ca- 
nadian Government  as  a  brucellosis 
free  listed  herd. 

Brucellosis  certified-free  province  or  ter- 
ritory of  Canada.  A  province  or  terri- 
tory of  Canada  in  which  all  herds  of 


cattle  are  brucellosis  certified  free. 

The  brucellosis  certified  free  provinces 
and  territories  of  Canada  are  Alberta, 
British  Columbia,  Manitoba,  New 
Brunswick,  Newfoundland  (including 
Labrador).  Northwest  Territories,  Nova 
Scotia.  Ontario.  Quebec.  Prince  Edward 
Island,  Saskatchewan,  and  Yukon  Ter- 
ritory. 

Cattle.  Animals  of  the  bovine  species. 

Communicable  disease.  Any  con- 
tag^ious.  infectious,  or  communicable 
disease  of  domestic  livestock,  poultry 
or  other  animals. 

Department.  The  United  States  De- 
partment of  Agriculture  (USDA). 

Fever  tick.  Boophilus  annulatus,  in- 
cluding, but  not  limited  to,  the  vari- 
eties Americana  and  Australia. 

Flock.  A  herd. 

Herd.  Any  group  of  one  or  more  ani- 
mals maintained  for  at  least  4  months 
on  conunon  ground  or  two  or  more 

groups  of  animals  under  common  own- 
ership or  supervision  on  two  or  more 
premises  that  are  geographically  sepa- 
rated, but  among  which  there  is  an 
interchange  or  movement  of  animals. 
For  a  group  of  one  or  more  animals  to 
qualify  as  a  herd  for  the  pmposes  of 
§93.406,  animals  may  be  moved  into  the 
herd  during  or  after  the  4-month  quali- 
fying period  only  if  they: 

(1)  Originated  from  a  tuberculosis- 
firee  herd;  or 

(2)  Oriq-inated  from  an  accredited 
herd  or  a  herd  that  tested  negative  to 
a  whole  herd  test,  and  the  individual 
cattle  to  be  added  to  the  herd  also  test- 
ed negative  to  any  additional  indi- 
vidual tests  for  tuberculosis  required 
by  the  Administrator. 

bnmediate  slaughter.  Consignment  di- 
rectly from  the  ih  ri  of  entry  to  a  rec- 
ognized slaughtering  establishment  * 
and  slaughter  thereat  within  two 
weeks  from  the  date  of  entry. 

Inspector.  An  employee  of  the  Animal 
and  Plant  Health  Inspection  Service 
authorized  to  perform  duties  required 
under  this  subpart. 

Moved  directly.  Moved  without  un- 
loading and  without  stopping  except 


^The  name  of  recognized  slaughtering  es- 
tablishments approved  under  this  part  may 
be  obtained  from  the  Area  Veteriiiai  ian  in 
Charge,  Veterinary  Services,  for  the  state  of 
destlnatioa  of  the  ataiinnent. 


429 


§93^101 


9  CFR  Ch.  I  (1-1-03  EdMon) 


for  refueling,  or  for  traffic  condltiona 
such  as  traffic  lights  or  stop  signs. 

Moved  directly  by  land.  Moved  by  rail, 
truck,  or  other  land  vehicle  withoat 
unload! ner  and  without  stopping  except 
for  refueling,  or  for  traffic  conditions 
siicli  as  trafKc  llflrbts  or  stop  signs. 

Official  tuberculin  test.  A  test  for  l)o- 
vine  tuberculosis  that  is  approved  by 
the  Administrator  as  equivalent  to  the 
international  standard  test  described 
in  the  Manual  of  Standards  for  Diaff- 
nostic  Tests  and  Vaccines.  Office  Inter- 
national dps  Epozooties.  and  that  is  ap- 
plied and  reported  by  a  salaried  official 
of  the  government  of  the  exporting  re- 
glon. 

P''r:'ntUed  dtp.  A  dip  permitted  liy  the 
Administrator  to  be  used  in  the  official 
dipping  of  cattle  for  fever  ticks  and  for 
dipping  cattle  and  sheep  for  scabies. 

Persons.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society  or  joint  stock  company. 

Port  Vftcrinarian.  A  veterinarian  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  to  perform  duties 
required  nnder  this  part  at  a  port  of 
entry. 

Recognized  slaughtering  establishincnt .'-^ 
An  establishment  where  slaughtering 
operations  are  regularly  carried  on 
under  federal  or  state  inspection  and 
which  has  been  approved  by  the  Animal 
and  Plant  Health  Inspection  Service  to 
receive  animals  for  slaughter  under 
this  part. 

Region.  Any  defined  ^eo^raphic  land 
area  identifiable  by  geological,  polit- 
ical, or  snrveyed  boundaries.  A  region 
may  con.sist  of  any  of  the  following: 

(DA  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish. Province,  State,  etc.); 

(3>  Parts  of  several  national  entities 
combined  into  an  area;  or 

(4)  A  group  of  national  entitles  (conn- 
tries)  combined  into  a  single  area. 

Ruminants.  All  animals  which  chew 
the  cud,  such  as  cattle,  buffaloes, 
Sheep,  goats,  deer,  antelopes,  camels, 
llamas  and  giraffes. 


2  The  names  of  reco^ized  slaughtering  es- 
tablishments approved  under  this  Part  may 
be  obtained  from  the  Area  Veterinarian  in 
CharKe.  Veterinary  Services,  for  the  State  of 
destination  of  the  shipment. 


Swine.  The  domestic  hog  and  all  vari- 
eties of  wild  hogs. 

Tuberculosis-firee  herd.  A  herd  whioih  is 
not  known  to  be  infected  with  bovine 

tuberculosis  (M.  boins)  and  which  is  cer- 
tified by  the  Canadian  Government  as 
a  tuberculosis-firee  herd. 

United  States.  All  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia, Guam,  Northern  Maiiana  Islands, 
Puerto  Rico,  the  Virgin  Islands  of  the 
United  States,  and  all  other  Territories 
and  Posse.ssions  of  the  United  States. 

Veterinary  Services.  The  Veterinary 
Services  unit  of  the  Department. 

Wether,  A  castrated  male  sheep  or 
t?oat. 

Whole  herd  test.  An  official  tuberculin 
test  of  all  cattle  in  a  herd  that  are  6 

months  of  aire  or  older,  and  of  all  cat  Me 
in  the  herd  that  are  less  than  6  months 
of  age  and  were  not  born  into  the  herd, 
except  those  cattle  that  are  less  than  6 
months  of  age  and: 

(1)  Were  born  in  and  originated  from 
a  tuberculosis-free  lierd;  or 

(2)  Were  bom  in  and  originated  from 
an  accredited  herd  or  originated  from  a 
herd  that  has  tested  negative  to  a 
whole  herd  test,  and  the  Individual  cat- 
tle have  tested  negative  to  any  addi- 
tional individual  tests  for  tuberculosis 
required  by  the  Administrator. 

ZoologUsal  park.  A  profenionally  oper- 
ated zoo,  park,  garden  or  other  place, 
maintained  under  the  constant  surveil- 
lance of  a  Doctor  of  Veterinary  Medi- 
cine, for  the  exhibition  of  live  animals, 
pigeons  or  birds,  for  the  purpose  of  pub- 
lic recreation  or  education. 

[55  FR  31495.  Aup.  2.  1990.  a.s  amended  at  58 
FR  366,  Jan.  4,  1991;  58  PR  68509,  Dec.  28,  1993; 
60  FR  13900,  Mar.  15.  1996;  81  FR  17237.  Apr.  19. 
1996.  Redesig-nated  and  amended  at  62  FR 
56012.  56017,  Oct.  28.  1997;  66  FR  20189.  Apr.  20, 
2001] 

SSSiiiOl    General   prohibitions;  excep- 
tions. 

(a>  No  ruminant  or  product  suVjject  to 
the  provisions  of  this  part  shall  be 
brought  into  the  United  States  except 
in  accordance  with  the  regulations  In 

this  part  and  part  94  of  this  sub- 

chapter;'^  nor  shall  any  such  ruminant 
or  product  be  handled  or  moved  after 


3 Importations  of  certain  animals  from  var- 
ious regions  are  absolutely  prohibited  under 
part  94  because  of  specified  diseases. 
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physical  entry  into  the  United  States 
before  final  release  from  quarant  ine  or 
any  other  form  of  governmental  deten- 
tion except  in  compliance  with  such 
regulations;  Provided,  That,  except  as 
prohibited  by  section  306  of  the  Act  of 
June  17,  1930,  as  amended  (19  U.S.C. 
1306),  the  Administrator  may  upon  re- 
quest in  specific  cases  permit 
ruminants  or  products  to  be  brought 
into  or  through  the  United  States 
under  such  conditions  as  he  or  she  may 
prescribe,  when  he  or  she  determines  in 
the  specific  case  that  such  action  will 
not  endanger  the  livestock  or  poultry 
of  the  United  States. 

(b)  Except  for  ruminants  prohibited 
entry  by  section  306  of  the  Act  of  June 
17.  1930,  as  amended  (19  U.S.C.  1306).  the 
provisions  in  this  part  92  relating  to 
ruminants  shall  not  apply  to  healthy 
ruminants  in  transit  through  the 
United  States  if  they  are  not  known  to 
be  infected  with  or  exposed,  within  60 
days  preceding  the  date  of  export  from 
the  rHt-ion  of  origin,  to  communicable 
diseases  of  such  ruminants,  if  an  im- 
port permit^  has  been  obtained  under 
§93.404  of  this  Chapter  and  all  condi- 
tions therein  are  observed:  and  if  such 
ruminants  are  handled  as  follows: 

(I)  (i)  They  are  maintained  under  con- 
tinuous confinement  in  transit  through 
the  United  States  aboard  an  aircraft, 
ocean  vessel,  or  other  means  of  convey- 
ance; or 

(II)  They  are  unloaded,  in  the  course 

of  such  transit,  into  a  ruminant  hold- 
ing facility  which  is  provided  by  the 
carrier  or  its  agent  and  has  been 
approTed^  in  advance  by  the  Adminis- 
trator in  accordance  with  paragraph 
(b)(3)  of  this  section  as  adequate  to  pre- 
vent the  spread  within  the  United 
States  of  any  livestock  disease,  and 
they  are  maintained  there  under  con- 
tinuous confinement  until  loaded 
aboard  a  means  of  conveyance  for 
larauiBportation  tram  the  United  States 
and  are  maintained  under  continuous 
confinement  aboard  such  means  of  con- 


*Sach  permit  may  be  obtained  from  the 

Animal  and  Plant  Health  Inspection  Service, 
Veterinary  Services,  National  Center  for  Im- 
port-Export. 4700  River  Road  Unit  38,  River- 
dale,  Maryland  20737-1231.  Requests  for  ap- 
proval of  such  facilities  should  also  be  made 
to  the  Administrator. 
"See  footnote  4  to  subpart  D. 


veyance  until  it  leaves  the  United 
States;  the  import  permit  will  specify 
any  additional  conditions  necessary  to 
assure  that  the  transit  of  the 
ruminants  through  the  United  States 
can  be  made  without  endangering  the 
livestock  or  poultry  of  the  United 
States,  and  that  Department  inspec- 
tors may  inspect  the  nuninants  on 
board  such  means  of  conveyance  or  in 
such  holding  facility  as  provided  in 
section  5  of  the  Act  of  July  2,  1962  (21 
U.S.C.  134d)  to  ascertain  whether  the 
requirements  of  this  paragraph  are 
met.  and  dispose  of  them  in  accordance 
with  section  2  of  the  Act  of  July  2,  1962 
(21  U.S.C.  134a)  if  such  conditions  are 
not  met;  and 

(2)  The  carrier  or  its  agent  executes 
and  furnishes  to  the  collector  of  Cus- 
toms at  the  first  port  of  arrival  a  dec- 
laration stating  that  the  ruminants 
will  be  retained  aboard  such  means  of 
conveyance  or  in  an  approved  holding 
facility  during  transshipment  as  re- 
quired by  this  paragraph. 

(3)  Provisions  for  the  approval  of  fa- 
cilities required  in  this  paragraph  are: 

(1)  'niey  must'  be  snfllclently  isolated 
to  prevent  direct  or  indirect  contact 
with  all  other  animals  and  birds  while 
in  the  United  States. 

(il)  They  most  be  so  constructed  that 
they  provide  adequate  protection 
against  environmental  conditions  and 
can  be  adequately  cleaned,  washed  and 
disinfected. 

(iii)  They  must  provide  for  disposal  of 
ruminant  carcasses,  manure,  bedding, 
waste  and  any  related  shipping  mate- 
rials in  a  manner  that  will  prevent  dis- 
semination of  disease. 

fiv^  They  must  have  provisions  for 
adequate  sources  of  feed  and  water  and 
for  attendants  for  the  care  and  feeding 
of  ruminants  in  the  facility. 

(v)  They  must  comply  with  addi- 
tional requirements  as  may  be  imposed 
by  the  Administrator  if  deemed  appli- 
cable for  a  particular  shipment. 

(vi)  They  must  also  comply  with  all 
applicable  local,  State  and  Federal  re- 
quirements for  environmental  quality 
and  with  the  provisions  of  tlic  Animal 
Welfare  Regulations  in  chapter  I  of  this 
title,  as  applicable. 

[55  FR  31495.  Aug.  2.  1990,  as  amended  at  59 
FR  07^4,  Dec.  90^  1994.  Redesignated  and 
amended  at  82  FR  56012, 56017.  Oct.  28. 1997] 
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198.402  Inspection  of  certain  aircraft 
and  other  means  of  conveyance  and 
■hipping  oontalnera  thereon;  vn- 
loedin^',  cleaning;  and  diaiiinetioii 

requirements. 

(a)  Inspection:  All  aircraft  and  other 
means  of  conveyance  (including  ship- 
Iilngr  containers  thereon)  movingr  into 
the  United  States  from  any  foreitrn  i-e- 
u^ion  are  subject  to  inspection  witlK»ut 
a  warrant  by  properly  identilied  and 
designated  inspectors  to  determine 
whether  they  are  carrying-  any  animal, 
carcass,  product  or  article  regulated  or 
subject  to  disposal  under  any  law  or 
regulation  administered  by  the  Beo- 
retary  of  Agriculture  for  prevention  of 
the  introduction  or  dissemination  of 
any  communicable  animal  disease  (21 
U.S.O.  lS4d). 

(b)  Unloading  requirements:  Whenever 
in  the  course  of  any  such  inspection  at 
any  port  in  the  United  States  the  in- 
spector has  reason  to  believe  that  the 
means  of  conveyance  or  container  is 
contaminated  with  material  of  animal 
(including  poultry)  origin,  such  as,  but 
not  limited  to,  meat,  organs*  glands, 
extracts,  secretions,  fat,  bones,  blood, 

lymph,  urine,  or  manure,  so  a;?  to 
present  a  danger  of  the  spread  of  any 
communicable  animal  disease,  the  in- 
spector may  require  the  unloading  of 
the  means  of  convpvance  and  the 
emptying  of  the  container  if  he  or  she 
deems  it  necessary  to  enable  him  or 
her  to  determine  whether  the  means  of 
conveyance  or  container  is  in  fact  so 
contaminated.  The  principal  operator 
of  the  means  of  conveyance  and  his  or 
her  agent  in  charge  of  the  means  of 
conveyance  shall  comply  with  any  such 
requirement  under  the  immediate  su- 
pervision of,  and  in  the  time  and  man- 
ner prescribed  by,  the  inspector. 

(c)  Cleaning  and  disinfection:  When- 
ever, upon  inspection  under  this  sec- 
tion, an  inspector  determines  that  a 
means  of  conveyance  or  shipping  con- 
tainer is  contaminated  with  material 
of  animal  origin  so  as  to  present  a  dan- 
ger of  the  spread  of  any  conununicable 
animal  disease,  he  or  she  shall  notify 
the  principal  oporator  of  the  means  of 
conveyance  or  hi6  or  her  agent  in 
charge,  of  such  determination  and  the 
requirements  under  this  section.  The 
person  so  notified  shall  cause  the 
cleaning    and    disinfection    of  such 


means  of  conveyance  and  container 
under  the  Immediate  supervision  of. 
and  in  the  time  and  manner  prescribed 
by,  the  inspector. 

(d)  For  purposes  of  this  section,  the 
term  "shipping  container"  means  any 
container  of  a  type  specially  adapted 
for  use  in  transporting  any  article  on 
the  means  of  conveyance  involved. 

[55  FR  S140S,  Aug.  2,  1900.  Redeslgiiated  and 
amended  at  62  FR  6<»12. 50017,  Oct.  28,  IMV] 

§93.403   Ports  designated  for  the  im- 
ptwrtatiim  of  nmlamts* 

(a)  Air  and  ocean  porta.  The  following 

ports  have  APHIS  inspection  and  quar- 
antine facilities  necessary  for  quar- 
antine stations  and  all  ruminants  shall 
be  entered  into  the  United  States 
through  these  stations,  except  as  pro- 
vided in  paragraphs  (b),  (c).  (d).  (e).  and 
(f)  of  this  section;  Miami,  Florida;  and 
Newburgh,  New  York. 

(b)  Canadian  border  porta.  The  fol- 
lowing land  border  ports  are  designated 
as  having  the  necessary  inspection  fa- 
cilities for  the  entry  of  rumiuauLs  from 
Ganada:  Bastport,  Idaho;  Houlton  and 

Jackman.  Maine;  Detroit,  Port  Huron, 
and  Sault  Ste.  Marie.  Michigan; 
Baudette,  Minnesota;  Opheim,  Ray- 
mond, and  Sweetgrass,  Montana;  Alex- 
andria Bay.  Buffalo,  and  Champlain, 
New  York:  Dunseith,  Pembina,  and 
Portal,  North  Dakota;  Derby  Line  and 
Highgate  Springs,  Vermont;  Blaine, 
Lynden,  Oroville,  and  Sumas,  Wash- 
ington. 

(c»  Mexican  border  ports.  The  fol- 
lowing laud  border  ports  are  designated 
as  having  the  necessary  Inspection  far 
cilities  for  the  entry  of  ruminants  from 
Mexico:  Brownsville.  Hidalgo.  Laredo, 
Eagle  Pass,  Del  Rio,  and  Presidio, 
Texas:  Douglas,  Naco,  Nogales,  Sasabe. 
and  San  Luis.  Arizona:  Calexico  and 
San  Ysidro.  California:  and  Antelope 
Wells,  Columbus,  and  Santa  Teresa, 
New  li^oo. 

(d)  Special  porta.  Charlotte  Amalie, 
.St.  Thomas,  and  Christiansted.  St. 
Croix,  in  the  United  States  Virgin  Is- 
lands, are  hereby  designated  as  quar- 
antine stations  for  the  entry  of 
ruminants  from  the  British  Virgin  Is- 
lands into  the  United  States  Virgin  Is- 
lands for  immediate  slaughter. 
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(e)  lAmited  ports.  The  following  ports 

are  designated  a?  having:  inspection  fa- 
cilities for  the  entry  of  ruminants  and 
ruminant  products  such  as  ruminant 
test  specimens  which  do  not  appear  to 
require  restraint  and  holding  inspec- 
tion facilities:  Anchorage  and  Fair- 
banks, Alaska;  San  Diego,  California; 
Jacksonville,  St.  Petersburg-Olear- 
water.  and  Tampa,  Florida:  Atlanta. 
Georeria:  Honolulu.  Hawaii.  Chicago.  Il- 
linois; New  Orleans,  Louisiana;  Port- 
land, Maine;  Baltimore.  Maryland;  Bos- 
ton. Mas.sachusetts;  Minneapolis.  Min- 
nesota; Great  Falls,  Montana:  Port- 
land, Oregon;  San  Juan,  Puerto  Rico; 
Memphis,  Tennessee  (no  live  animals); 
El  Paso.  Galveston,  and  Houston, 
Texas;  and  Seattle.  Spokane,  and  Ta- 
coma,  Washington. 

(f)  Designation  of  other  ports.  The  Sec- 
retary of  the  Treasury  has  approved 
the  designation  as  quarantine  stations 
of  the  iK)rts  specified  in  this  section.  In 
special  cases  other  ports  may  be  des- 
i'-rnated  as  quarantine  stations  under 
this  section  by  the  Administrator,  with 
the  concurrence  of  the  Secretary  of  the 
Treasury. 

(g)  Ports  and  privately  operated  quar- 
antine facilities  for  sheep.  Sheep  may  be 
entered  into  the  United  States  at  any 
port  specified  in  paragraph  (a)  of  this 
section,  or  at  any  other  port  des- 
ignated as  an  international  port  or  air- 
port by  the  U.S.  Customs  Service  and 
qnarantlned  at  privately  operated 
quarantine  facilities  provided  the  ap- 
plicable provisions  of  §§93.401.  93.404(a). 
93.407,  93.408.  93.433.  and  93.434  are  met. 

L55  FR  31495,  Aug.  2,  1990,  as  amended  at  57 
PR  2010.  Jan.  17.  1992;  58  FR  38283.  July  16, 
1993:  60  FR  16045.  Mar.  29.  1995:  60  FR  25120. 
May  11,  1995.  Redesignated  and  amended  at  62 
FR  56012,  56017.  Oct.  28. 1907;  6«  PR  23179.  Apr. 
30. 1999;  65  FR  38178,  June  20. 2000] 

Effective  D.\te  Note:  At  67  FR  68022.  Nov. 
8,  2002,  §93.403(,b)  was  amended  by  removing 
tbe  words  "Blaine.  Lynden."  and  by  remov- 
ing the  comma  Immediately  after  the  word 
'•Oioville'".  effective  Jan.  7.  2003. 

§93.404  Import  permits  for  ruminants 
and  for  ruminant  test  specimens  for 
diagnostic  pnrpoMiQ  and  reserva- 
tion fees  for  space  at  quarantine  fa- 
cilities maintained  by  APHIS. 

(a)  Application  for  permit;  reservation 
required.  (1)  For  niminantB  and  mml- 
nant  test  specimens  for  diagnostic 


screening  purposes  Intended  for  impor- 
tation from  any  part  of  the  world,  ex- 
cept as  otherwise  provided  for  in 
§§93.417,  93.422,  and  93.424,  the  importer 
shall  first  apply  for  and  obtain  from 
APHIS  an  import  permit.  The  applica- 
tion shall  specify  the  name  and  address 
of  the  importer;  the  species,  breed, 
number  or  quantity  of  ruminants  or  ru- 
minant test  specimens  to  be  imported; 
the  purpose  of  the  importation:  indi- 
vidual ruminant  identification,  wliich 
Includes  a  despription  of  the  ruminant, 
name,  age,  markings.  If  any,  registra- 
tion number,  if  any.  and  tattoo  or 
eartag;  the  region  of  origin;  the  name 
and  address  of  the  exporter;  the  port  of 
embarkation  in  the  foreign  region;  the 
mode  of  transportation,  route  of  travel, 
and  the  port  of  entry  in  the  United 
States;  the  proposed  date  of  arrival  of 
the  ruminants  or  ruminant  test  speci- 
mens to  be  imported:  and  the  name  of 
the  person  to  whom  the  ruminants  or 
ruminant  test  specimens  will  be  deliv- 
ered and  the  location  of  the  place  In 
the  United  States  to  which  delivery 
will  be  made  from  the  port  of  entry. 
Additional  information  may  be  re- 
quired in  l^e  form  of  certificates  con- 
cerning-  specific  disea.ses  to  which  the 
ruminants  are  susceptible,  as  well  as 
vaccinations  or  other  precautionary 
treatments  to  which  the  ruminants  or 
ruminant  te.st  specimens  have  been 
subjected.  Notice  of  any  such  require- 
ment will  be  given  to  the  applicant  in 
each  case. 

(2)  An  appUciation  for  permit  to  im- 
port will  be  denied  for  domestic 
ruminants  fi-om  any  region  where  it 
has  been  declared,  under  section  906  of 
the  Act  of  June  17.  1930,  that  foot-and- 
mouth  disease  or  rinderpest  has  been 
determined  to  exist. 

(8)  An  application  for  permit  to  im- 
port ruminants  may  also  be  denied  be- 
cause of:  Communicable  disease  condi- 
tions in  the  area  or  region  of  origin,  or 
in  a  region  where  the  shipment  has 
been  or  will  be  held  or  through  which 
the  shipment  has  been  or  will  be  trans- 
ported; deficiencies  in  the  regulatory 
programs  for  the  control  or  eradication 
of  animal  tliseases  and  the  unavail- 
ability of  veterinary  services  in  the 
above  mentioned  regions;  the  import- 
er*8  failure  to  ilrovide  satisfactory  evi- 
dence concemihg  the  origin,  history. 
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and  health  status  of  the  ruminants;  the 
lack  of  satisfactory  information  nec- 
essary to  determine  that  the  importa- 
tlon  will  not  be  likely  to  transmit  any 
communicable  disease  to  livestock  or 
poultry  of  the  United  States;  or  any 
otiher  clrcnmstanoes  which  the  Admin- 
istrator believes  require  such  denial  to 
prevent  the  dissemination  of  any  com- 
municable disease  of  livestock  or  poul- 
try into  the  United  States. 

(4)(i)  The  importer  or  Importer's 
agent  shall  pay  or  ensure  payment  of  a 
reservation  fee  for  each  lot  of 
mmlnants  to  be  quarantined  In  a  facil- 
ity maintained  by  USDA.  For 
rami  nan  ts,  the  reservation  fee  shall  be 
100  percent  of  the  cost  of  providing 
care,  feed,  and  handling  daring  quar- 
antine, as  estimated  by  the  quarantine 
facility's  veterinarian  in  charsre. 

(ii)  At  the  time  the  importer  or  the 
importer's  agent  requests  a  reservation 
of  quarantine  space,  the  importer  or 
importer's  agent  shall  pay  the  reserva- 
tion fee  by  check  or  U.S.  money  order 
or  ensure  payment  of  the  reservation 
fee  by  an  Irrevocable  letter  of  credit 
from  a  commercial  bank  (the  effective 
date  on  such  letter  of  credit  shall  run 
to  30  days  after  the  date  the  ruminants 
are  scheduled  to  be  released  from  quar- 
antine): except  that  anyone  who  issues 
a  check  to  the  Department  for  a  res- 
ervation fee  which  is  returned  because 
of  insufficient  funds  shall  be  denied 
any  further  request  for  reservation  of  a 
quarantine  space  until  the  outstanding 
amount  is  paid. 

(iii)  Any  reservation  fee  paid  by 
check  or  U.S.  money  order  shall  be  ap- 
plied against  the  expenses  incurred  for 
services  received  by  the  importer  or 
lmporter*8  a^nt  in  connection  with 
the  quarantine  for  which  the  reserva- 
tion was  made.  Any  part  of  the  reserva- 
tion fee  which  remains  unused  after 
being  applied  against  the  expenses  in- 
curred for  services  received  by  the  im- 
porter or  the  importer's  agent  in  con- 
nection with  the  quarantine  for  which 
the  reservation  was  made,  shall  be  re- 
turned to  the  individual  who  paid  the 
reservation  fee.  If  the  reservation  fee  is 
ensured  by  a  letter  of  credit,  the  De- 
partment will  draw  against  the  letter 
of  credit  unless  payment  for  sei-vlces 
received  by  the  importer  or  importer's 
agent  in  connection  with  the  quar- 


9  CFR  Ch.  I  (1-1-ea  EMort) 

antine  is  otherwise  made  at  least  3 
days  prior  to  the  expiration  date  of  the 
letter  of  credit. 

(Iv)  Any  reservation  fee  shall  be  for- 
feited if  the  importer  or  the  importer's 
agent  fails  to  present  for  entry,  within 
24  hours  following  the  designated  time 
of  arrival,  the  lot  of  ruminants  for 
which  the  reservation  was  made:  Except 
that  a  reservation  fee  shall  not  be  for- 
feited If^ 

(A)  Written  notice  of  cancellation 
from  the  importer  or  the  importer's 
agent  is  received  by  the  office  of  the 
veterinarian  In  charge  of  the  qoar- 
antine  facility*'  during^  regular  business 
hours  f8:00  a.m.  to  4:30  p.m.  Monday 
through  Friday,  excluding  holidays)  no 
later  than  15  dairs  for  mmlnants  prior 
to  the  beginninpr  of  the  time  of  impor- 
tation as  specified  in  the  import  per- 
mit or  as  arranged  with  the  veteri- 
narian In  charge  of  the  quarantine  tar 
cility  if  no  import  permit  is  required 
(the  15  days  period  shall  not  include 
Saturdays,  Sundays,  or  holidays),  or 

(B)  The  Administrator  determines 
that  services,  other  than  provided  by 
carriers,  necessary  for  the  importation 
of  the  ruminants  within  the  requested 
period  are  unavailable  because  of  un- 
foreseen circumstances  as  determined 
by  the  Administrator,  (such  as  the 
closing  of  an  airport  due  to  Inclement 
weather  or  the  unavailal)ility  of  the  re- 
served space  due  to  the  extension  of  an- 
other quarantine). 

(v)  If  the  reservation  fee  was  ensured 
by  a  letter  of  credit  and  the  fee  is  to  be 
forfeited  under  paragraph  (a)(4){iv)  of 
this  section,  the  Department  will  draw 
against  the  letter  of  credit  unless  the 
reservation  fee  is  otherwise  paid  at 
least  3  days  prior  to  the  expiration 
date  of  the  letter  of  credit. 

(vi)  When  a  reservation  Is  cancelled 
in  accordance  with  paragraph 
(aH4)(iv)(A)  of  this  section  and  the  pro- 
visions of  paragraph  (a)(4)(iv)(B)  of  this 
section  do  not  apply,  a  $40.00  cancella- 
tion fee  shall  be  charj^ed.  If  a  reserva- 
tion fee  was  paid,  the  cancellation  fee 


*The  addresses  of  USDA  qoarantlne  fBtclU- 

tics  m;t.v  be  found  in  telephone  directories 
listing  the  facilities  or  by  contacting  the 
Animal  and  Plant  Health  Inspection  Service, 

Veterinary  Services.  National  Centei-  for  hn- 
port-Export,  4700  River  Road  Unit  38,  River- 
dale,  Maryland  20737-1281. 
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shall  be  deducted  from  any  reservation 
fee  returned  to  the  importer  or  the  im- 
porter's agent.  If  the  reservation  fee 
waa  ensured  by  a  letter  of  credit,  the 
Department  will  draw  the  amount  of 
the  cancellation  fee  against  the  letter 
of  credit  unless  the  cancellation  fee  is 
otherwise  paid  at  least  3  days  prior  to 
the  explratloii  date  of  the  letter  of 
credit. 

(b)  Permit.  When  a  permit  is  issued, 
the  origrinal  and  two  copies  will  be  sent 
to  the  importer.  It  shall  be  the  respon- 
sibility  of  the  importer  to  forward  the 
original  permit  and  one  copy  to  the 
shipper  in  the  region  of  origin,  and  it 
shall  also  be  the  responsibility  of  the 
importer  to  insure  that  the  shipper 
presents  the  copy  of  the  permit  to  the 
carrier  and  makes  proper  arrangements 
for  the  original  permit  to  accompany 
the  shipment  to  the  specified  U.S.  port 
of  entry  for  presentation  to  the  col- 
lector of  customs.  Ruminants  and  ru- 
minant test  specimens  for  diagnostic 
screening  purposes  for  ruminants  in- 
tended for  importation  into  the  United 
States  for  which  a  permit  has  been 
issued,  will  be  received  at  the  specified 
port  of  entry  wltiiin  the  time  pre- 
scribed in  the  permit  which  shall  not 
exceed  14  days  from  the  first  day  that 
the  permit  is  effective  for  all  permits. 
Rimiinants  and  ruminant  test  speci- 
mens for  which  a  permit  is  required  by 
these  regulations  will  not  be  eligible 
for  entry  if  a  permit  has  not  been 
issued:  if  unaccompanied  by  such  a  per- 
mit; if  .shipment  is  from  any  port  other 
than  the  one  designated  in  the  permit; 
if  arrival  in  the  United  States  is  at  any 
port  other  than  the  one  designated  in 
the  permit:  if  the  ruminants  or  rumi- 
nant test  specimens  offered  for  entry 
differ  from  those  described  in  the  per- 
mit; if  the  ruminants  or  ruminant  test 
specimens  are  not  handled  as  outlined 
in  the  application  for  the  permit  and  as 
specified  in  the  permit  issued;  or  if 
ruminants  or  swine  other  than  those 
covered  by  import  permits  are  aboard 
the  transporting  carrier. 

(c)  Wild  ruminants  from  regions  where 
foot-and-mouth  disease  or  rinderpest  ex- 
ists. This  paragraph  (c)  applies  to  the 
importation  of  wild  ruminants,  such 
as,  but  not  limited  to,  giraffes,  deer 
and  antelopes,  from  regions  designated 
in  part  94  of  this  subchapter  as  coun- 


tries  in  which  foot-and-mouth  disease 

or  rinderpest  exist. 

(1)  Permits  for  the  importation  of 
wild  ruminants  will  be  issued  only  for 
importations  through  the  Port  of  New 
York,  and  only  if  the  animals  are  im- 
ported for  exhibition  in  a  PEQ  Zoo.  A 
PEQ  Zoo  is  a  zoological  park  or  other 
place  maintained  for  the  exhibition  of 
live  animals  for  recreational  or  edu- 
cational purposes  that: 

(1)  Has  been  approved  by  the  Admin- 
istrator in  accordance  with  paragraph 
(0X2)  of  this  section  to  receive  and 
maintain  imported  wild  ruminants;  and 

(ii)  Has  entered  into  the  agreement 
with  APHIS  set  forth  in  paragraph 
(c)f4)  of  this  section  for  the  mainte- 
nance and  handling  of  imported  wild 
ruminants. 

(2)  Approval  of  a  PEQ  Zoo  shall  be  on 
the  basis  of  an  inspection,  by  an  au- 
thorized representative  of  the  Depart- 
ment, of  the  physical  facilities  of  the 
establishment  and  its  methods  of  oper- 
ation. Standards  for  acceptable  phys- 
ical facilities  shall  include  satisfactory 
pens,  cages,  or  enclosures  in  which  the 
imported  ruminants  can  be  maintained 
so  as  not  to  be  in  contact  with  the  gen- 
eral public  and  free  from  contact  with 
domestic  livestock;  natural  or  estab- 
lished drainage  from  the  PBQ  Zoo 
which  will  avoid  contamination  of  land 
areas  where  domestic  livestock  are 
kept  or  with  which  domestic  livestock 
may  otherwise  come  in  contact;  provi- 
sion for  the  disposition  of  manure, 
other  wastes,  and  dead  ruminants  with- 
in the  PEQ  Zoo;  and  other  reasonable 
facilities  considered  necessary  to  pre- 
vent the  dissemination  of  diseases  from 
the  PEQ  Zoo.  The  operator  of  the  PEQ 
Zoo  shall  have  available  the  services  of 
a  ftiU-time  or  part-time  veterinarian, 
or  a  veterinarian  on  a  retainer  basis, 
who  shall  make  periodic  examinations 
of  all  animals  maintained  at  the  PEQ 
Zoo  for  evidence  of  disease;  who  shall 
make  a  post-mortem  examination  of 
each  animal  that  dies:  and  who  shall 
make  a  prompt  report  of  suspected 
cases  of  contagious  or  communicable 
diseases  to  an  APHIS  representative  or 
the  State  agency  responsible  for  live- 
stock disease  control  programs. 

(3)  Manure  and  other  animal  wastes 
must  be  dispoM  of  within  the  PBQ 
Zoo  park  for  a  minimum  of  one  year 
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following  the  date  an  imported  wild  ru- 
minant enters  the  zoo.  If  an  APHIS 
veterinarian  determines  that  an  Im- 
ported ruminant  showB  no  eifpoB  of  any 

communicable  disease  or  exposure  to 
any  such  disease  during  this  1-year  pe- 
riod. Its  manure  and  other  wastes  need 
not  be  disposed  of  within  the  zoo  after 
the  1-year  period.  If.  however,  an 
APHIS  veterinarian  determines  that  an 
imported  ruminant  does  show  signs  of 
any  oonmiunlcable  disease  during  this 
1-year  period,  an  APHIS  veterinarian 
will  investigate  the  disease  and  deter- 
mine whether  the  ruminant's  manure 
and  other  wastes  may  safely  be  dis- 
posed of  outside  the  zoo  after  the  1- 
year  i^riod  has  ended. 

(4)  Prior  to  the  issuance  of  an  import 
permit  under  this  section,  the  operator 
of  the  approved  PEQ  Zoo  to  which  the 
imported  ruminants  are  to  be  con- 
signed, and  the  Importer  of  the 
ruminants,  if  such  operator  and  im- 
porter are  different  parties,  shall  exe- 
cute an  agreement  covering  each  rumi- 
nant or  group  of  ruminants  for  which 
the  import  permit  is  requested.  The 
agreement  shall  be  in  the  following 
form: 

Agree.ment  for  the  Importation. 
Quarantine  and  Exhibition  of  Cer- 
tain Wild  Ruminants  and  Wild 
Swine 

 ,  op6rator(8)  of  the  zoulu^icHl  park 

known  as   ( Name)  located 

at    (City  and  .state),  and 

 (Importer)    hereby  re- 

QUest   a    permit    foi-    the    importation  of 

  (Number  and  kinds  of  anunals)  for 

exhibition  purposes  at  the  said  aoologlcal 
park,  said  animals  orlsrinating  in  a  reeion 
whei-e  foot-and-mouth  disease  or  rinderpest 
Odsts  and  being  subject  to  restrictions  under 
regulations  contained  in  iiart  93.  title  9.  Code 
of  Federal  Re^^ulationa. 

In  making  this  request,  it  is  understood 
and  asrreed  that: 

1.  The  animal.s  for  which  an  import  permit 
is  reque  I'  il  will  he  held  in  isolation  at  a 
port  of  emhai  kation  in  the  regrion  of  origin, 
approved  by  the  Administrator  as  a  port  hav- 
ing facilities  which  are  adequate  for  main- 
taining wild  animals  in  isolation  from  all 
other  animals  and  having  veterinary  super- 
vision by  officials  of  the  region  of  origin  of 
the  animals.  Such  animals  will  be  held  in 
such  isolation  for  not  less  than  60  days  under 
the  supervision  of  the  veterinary  service  of 
that  region  to  determine  whether  the  ani- 
mals show  any  clinical  evidence  of  foot-and- 


mouth  disease,  rinderpest,  or  other  commu- 
nicable disease  that  is  exotic  to  the  United 
States  or  for  which  APHIS  has  an  eradi- 
cation or  control  program  in  9  CFR  chapter 
I,  and  to  eissure  that  the  animals  will  not 
have  been  exposed  to  such  a  disease  within 
the  60  days  next  before  their  eiQwrtation 
from  that  region. 

2.  Shipment  will  be  made  direct  from  such 
port  of  embarkation  to  the  port  of  New  York 
as  the  sole  port  of  entry  in  the  United 
States.  If  shipment  is  made  by  ocean  vessel 
the  animals  will  not  be  unloaded  in  any  for- 
eign port  en  ronte.  V  shiinnent  Is  made  by 
air,  the  animals  will  not  be  unloaded  at  any 
port  or  other  place  of  landin^^,  except  at  a 
port  approved  by  the  Administrator  eus  «  port 

not  located  in  a  region  where  rinderpe.st  or 
foot-and-mouth  disease  exists  or  as  a  port  in 
snch  a  region  bavin?  facilities  and  Inspec- 
tion adequate  for  maintaining  wild  a.«<iwfc1» 
in  isolation  from  all  other  animals. 

3.  No  rominante  or  swine  will  be  aboard  the 
transporting  vehicle,  vessel  or  aireraft,  ex- 
cept those  for  which  an  import  permit  has 
been  iesned. 

1.  The  animals  will  be  quarantined  for  not 
less  than  30  days  in  the  Department's  Ani> 
mal  Import  Center  in  Newbargh,  New  York. 

5.  Upon  release  from  quarantine  the  ani- 
mals will  be  delivered  to  the  zoological  park 
named  in  this  agreement  to  become  the  prop- 
erty  of  the  park  and  they  will  not  be  sold, 
excbauged  or  removed  from  tiie  premises 
wlthoat  the  prior  consent  of  ASWB.  U 
moved  to  another  zoological  park  in  the 
United  States,  the  receiving  zoological  park 
must  be  approved  by  the  Administrator  In 
accordance  with  paragraph  6  of  this  agree- 
ment. 

9.  The  Administrator  will  approve  the 
movement  of  an  imported  animal  subject  to 
this  agreement  if  tlie  Aaministrator  deter^ 
mines  that  the  animal  has  spent  at  least  one 
year  in  quarantine  in  a  PEQ  Zoo  following 
importation  without  showing  clinical  evi- 
dence of  foot-and-foot  mouth  disease,  rinder- 
pest, or  other  communicable  disease  that  is 
exotic  to  the  United  States  or  for  which 
APHIS  has  an  eradii  iition  or  control  pro- 
gram in  9  CFR  chapter  I.  and  determines 
that  the  receiving  zoological  park  is  accred- 
ited by  the  American  Zoo  and  Aquarium  As- 
sociation (AZA\.  or  the  receiving  zoological 
park  has  facilities  and  procedures  in  place 
related  to  preventing  the  spread  of  commu- 
nicable animal  diseases  (including  but  not 
limited  to  procedures  for  animal  identifica- 
tion, record  keeping,  and  veterinary  care) 
that  are  equivalent  to  those  required  for 
AZA  accreditation.  The  Administrator  will 
approve  the  movement  of  a  carcass,  body 
part,  or  biological  specimen  derived  from  an 
imported  animal  subject  to  this  agreement  if 
the  Administrator  determines  that  the  ani- 
mal has  spent  at  least  one  year  in  quar- 
antine in  a  PEQ  Zoo  following  importation 
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without  showing  clinical  evidence  of  foot- 
and-foot  moutlx  disease,  rinderpest,  or  otlier 
oomimmlcable  disease  that  Is  exotic  to  the 

United  States  or  fm  which  APHIS  has  an 
eradication  or  control  program  in  9  CFR 
Chapter  I.  and  determines  that  the  carcass, 
body  part,  or  biologrical  specimen  will  be 
moved  only  for  scientific  research  or  mu- 
seum display  purposes. 


(Siffnature  of  importer) 
Subscribed  and  sworn  to  before  me  this 
day  of      ,  . 


(Title  or  designation) 


(Name  of  Boological  park) 

By     

(Signature  of  officer  of  aoologicai  park) 


(Title  of  officer) 
Subscribed  and  swom  to  before  me  this 

day  of  , 


(Title  or  flesiernation) 

(Approved  by  the  Office  of  Manafrement  and 
BudKet  under  control  number  057&-0040) 

[55  FR  31495,  Aug^.  2,  1990.  as  amended  at  59 
PR  28216.  June  1.  1994  :  59  FR  31924.  June  21. 
1994  :  59  FR  67615.  Dec.  30.  1994:  62  FR  23637. 
May  1.  1997.  Redesignated  and  amended  ai  62 
FR  56012  .  56018.  Oct.  28.  1907;  65  FR  38178, 
June  20. 2000] 

iMAM  Certificate  toe  runHnanta. 

(a)  All  rgmlnanta  Intended  for  impor- 
tation from  any  part  of  the  world,  ex- 
cept as  provided  in  §§  93.418(a).  93.419(a). 
98.423(c),  and  93.428(d),  shall  be  accom- 
panied  by  a  certificate  issued  by  a  fall- 
time  salaried  veterinary  officer  of  the 
national  srovemment  of  the  region  of 
orifirin,  or  issued  by  a  veterinarian  des- 
ignated or  accredited  by  ttte  national 
government  of  the  region  of  origrin  and 
endorsed  by  a  full-time  salaried  veteri- 
nary officer  of  the  national  govern- 
ment of  the  region  of  origin,  rep- 
resentine:  that  the  veterinarian  issuing 
the  certificate  was  authorized  to  do  so. 
The  certificate  shall  state: 

(1)  That  the  ruminants  have  been 
kept  in  that  region  during  the  last  60 
days  immediately  preceding  the  date  of 
shipment  to  the  United  States,  and 
that  during  this  time  the  region  has 
been  entirely  ftee  from  foot-and-mouth 
disease,  rinderpest,  contagious 
pleuropneumonia,  and  surra;  provided, 
however,  that  for  wild  ruminants  for 
exhibition  purposes,  the  certificate 


need  specify  only  that  the  district  of 
origin  has  been  free  from  the  listed  dis- 
eases: and  provided  further,  that  for 
sheep  and  goats,  with  respect  to  con- 
tagions pleuropneumonia,  the  certifi- 
cate may  specify  only  that  the  district 
of  origin  has  been  free  fiom  this  dis- 
ease; 

(2)  That  the  ruminants  are  not  in 

quarantine  in  the  region  of  origin:  and 

(3)  If  the  ruminaiils  are  from  Angola. 
Argentina,  Baiirain,  Bangladesh, 
Benin.  Bolivia,  Botswana.  Brazil, 
Brunei.  Burkina  Faso,  Burundi,  Cam- 
bodia, Cameroon,  Central  African  Re- 
public, China,  Columbia,  Congo,  Do- 
minican Republic,  Ecuador,  Equatorial 
Guinea,  French  Guiana.  Gabon.  Gam- 
bia. Ghana,  Guinea,  Guinea-Bissau, 
Guyana,  Haiti,  India,  Indonesia,  Ii'aq, 
Isla  de  Pascua  (Easter  Island,  part  of 
Chile),  Ivory  Coast,  Jamaica.  Kenya, 
Kuwait.  Laos.  Lesotho,  Liberia,  Macau, 
Malawi,  Malaysia,  Mali,  Mauritania, 
Mozambique,  Myanmar,  Namibia,  Nige- 
ria, Oman.  Pacific  Islands  (Palau), 
Panama,  Papua  New  Guinea.  Paracel 
Islands,  Paraguay,  Peru,  Philippines, 
Qatar,  Rwanda.  Saudi  Arabia,  Senegal, 
Sierra  Leone,  Singapore.  South  AMca. 
Spratly  Islands.  Sri  Lanka,  Surinam. 
Swaziland.  Taiwan,  Tanzania,  Thai- 
land, Togo.  Trinidad  and  Tobago, 
Uganda,  Uirited  Arab  Emirates.  Uru- 
guay. Venezuela.  Vietnam.  Zaire.  Zam- 
bia, Zimbabwe,  or  any  other  region  of 
tb»  world  where  screwworm  is  consid- 
ered to  exist,  the  ruminants  may  be 
imported  into  the  United  States  only  if 
they  meet  the  following  requirements 
and  all  other  applicable  requirements 
of  this  part: 

(i)  A  veterinarian  must  treat  the 
ruminants  with  ivermectin  3  to  5  days 
prior  to  the  date  of  export  to  the 
United  States  according  to  the  rec- 
ommended dose  prescribed  on  the  prod- 
uct's label. 

(11)  The  ruminants  must  be  fully  ex- 
amined for  screwworm  by  a  full-time 
salaried  veterinary  official  of  the  ex- 
porting countrjf^  within  24  hours  prior 
to  shipment  to  the  United  States.  If 
ruminants  are  found  to  be  infested 
with  screwworm.  they  must  be  treated 
until  free  from  infestation. 

(iii)  At  the  time  ruminants  are  load- 
ed onto  a  means  of  conveyance  for  ex- 
port, a  veterinarian  must  treat  any 
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visible  wounds  on  the  animals  with  a 
solution  of  coumaphos  dust  at  a  con- 
centration of  5  percent  active  ingre- 
dient. 

(iv)  The  ruminants  must  be  accom- 
panied to  the  United  States  by  a  cor- 
tificate  signed  by  a  full-time  salaried 
veterinary  official  of  the  exporting 
country.  The  certificate  must  state 
that  the  ruminants  have  been  thor- 
oughly examined  and  found  free  of 
screwworm  and  that  the  ruminants 
have  been  treated  In  accordance  with 
paragraphs  (aKSKD  and  (a)(3Klll)  of 
this  section. 

(b)  Goats.  (1)  In  addition  to  the  state- 
ments required  by  paragraph  (a)  of  this 
section,  the  certificate  accompanying 
goats  intended  for  importation  ftom 
any  part  of  the  world  must  state: 

(1)  That  none  of  the  goats  in  the  herd 
fh>m  which  the  goats  will  be  Imported 
is  the  proiTony  of  a  sire  or  dam  that  has 
been  affected  with  scrapie  or  that  has 
produced  offspring  that  have  been  af- 
fected with  scrapie; 

(ii)  That  none  of  the  female  goats  in 
the  herd  from  which  the  eroats  will  be 
imported  has  been  impregnated,  during 
the  5  years  Immediately  preceding 
shipment  of  the  goats  to  the  United 
states,  with  germ  plasm  from  a  herd 
known  to  be  infected  with  scrapie; 

(iii)  That  the  veterinarian  issuing  the 
certificate  has  inspected  the  goats  in 
the  herd  from  which  the  animals  will 
be  imported  and  found  the  herd  to  be 
tree  of  any  evidence  of  Infectious  or 
contagious  disease;  and 

(iv)  That  as  far  as  it  is  possible  for 
the  veterinarian  who  inspects  the  ani- 
mals to  determine,  none  of  the  goats  in 
the  herd  from  which  the  animals  will 
be  imported  has  been  exposed  to  any 
infectious  oi'  contaerious  disease  duriner 
the  60  days  immediately  preceding 
shipment  to  the  United  States. 

(2)  In  addition,  the  certificate  accom- 
panying goats  intended  for  importation 
from  any  part  of  the  world  except  Aus- 
tralia. Canada,  and  New  Zealand  must 
state: 

(i)  That  the  goats  have  not  been  in 
any  herd  nor  had  contact  with  sheep  or 
goats  that  have  been  in  any  flock  or 
herd  where  scrapie  has  been  diagnosed 

or  suspected  during  the  5  years  Imme- 
diately prior  to  shipment;  and 


(11)  That  the  goats  have  not  had  any 
contact  with  sheep  during  the  5  years 
immediately  prior  to  shipment;  pro- 
vided that,  this  statement  Is  not  re- 
quired if  the  goats  are  imported  in  ac- 
cordance with  §  93.435(a)  into  a  herd  in 
the  United  States  that  participates  in 
the  Voluntary  Scrapie  Flock  Certlll- 
cation  Program. 

(c)  Sheep.  (1)  In  addition  to  the  state- 
ments required  by  paragraph  (a)  of  this 
section,  the  certificate  accompansrlng 
sheep  intended  for  importation  from 
any  part  of  the  world  must  state: 

(1)  That  none  of  the  sheep  in  the 
flock  fk^m  which  the  sheep  wUl  be  Im- 
ported is  the  progeny  of  a  sire  or  dam 
that  has  been  affected  with  scrapie  or 
that  has  produced  offspring  that  have 
been  affected  with  scrapie; 

(11)  That  none  of  the  female  sheep  in 
the  flock  from  which  the  sheep  will  be 
imported  has  been  impregnated,  during 
the  5  years  immediately  preceding 
shipment  of  the  sheep  to  the  United 
States,  with  germ  plasm  from  a  flock 
known  to  be  infected  with  scrapie; 

(iii)  That  the  veterinarian  issuing  the 
certificate  has  inspected  the  sheep  in 
the  flork  from  which  the  animals  will 
be  imported  and  found  the  tlock  to  be 
tne  of  any  evidence  of  Infectious  or 
contagious  disease;  and 

(iv)  That  as  far  as  it  is  possible  for 
the  veterinailan  who  inspects  the  ani- 
mals to  determine,  none  of  the  sheep  In 
the  flock  from  which  the  animals  will 
be  imported  has  been  exposed  to  any 
Infectious  or  contagious  disease  during 
the  00  days  immediately  preceding 
shipment  to  the  United  States. 

(2)  In  addition,  the  certificate  accom- 
panying sheep  intended  for  importation 
from  any  part  of  the  world  except  Aus- 
tralia.  Canada,  and  New  Zealand  must 
state  that  the  sheep  have  not  been  in 
any  flock  nor  had  contact  with  sheep 
or  goats  that  have  been  In  any  flock  or 
herd  where  scrapie  has  been  diagnosed 
or  suspected  durintr  the  5  years  imme- 
diately prior  to  shipment. 

(3)  In  addition,  the  certificate  accom- 
panying sheep  intended  for  importation 
from  Australia.  Canada,  and  New  Zea- 
land must  state  that  none  of  the  fe- 
male sheep  in  the  flock  from  which  the 
sheep  will  be  imported  has  been  im- 
pregnated, durintr  the  5  years  imme- 
diately  preceding   shipment   of  the 
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sheep  to  the  United  States,  with  ererm 

plasm  from  a  region  other  than  Aus- 
tralia, Canada,  New  Zealand,  or  the 
United  States,  or  from  a  flock  of  un- 
known scrapie  status;  provided  that, 
this  statement  is  not  required  if  the 
sheep  are  imported  in  accordance  with 
§  93.435(a)  into  a  Qock  in  the  United 
States  that  participates  in  the  Vol> 
untary  Scrapie  Flock  Certification 
Program. 

(d)  If  ruminants  are  unaccompanied 
by  the  certificate  as  required  by  para- 
graphs Ca).  (b).  and  (c)  of  this  section, 
or  if  such  ruminants  are  found  upon  in- 
spection at  the  port  of  entry  to  be  af- 
fected with  a  communicable  disease  or 
to  have  been  exposed  thereto,  they 
shall  be  refused  entry  and  shall  be  han- 
dled thereafter  in  accordance  with  the 
provisions  of  section  8  of  the  Act  of  Au- 
gust 80,  1890  (26  Stat.  416;  21  U.S.C.  103), 
or  quarantined,  or  otherwise  disposed 
of  as  the  Administrator  may  direct. 

(Approved  by  the  Office  of  Manasemeut  and 
Budget  under  control  nombers  0579-0040  and 
0579-016S) 

^  PR  31495,  Aug.  2.  1990.  as  amended  at  55 
FR  38606,  Sept.  28,  1990;  57  FR  28080.  June  24, 
1982;  SO  FR  82241,  Oct.  17,  1994;  61  FR  17237, 

Apr.  19.  1996.  Redesignated  and  amended  at  62 
FR  56012,  56018,  Oct.  28,  1997;  65  FR  67623,  Nov. 
13.  2000: 67  FR  11565,  Mar.  15,  2002] 

§93.406   Diagnostic  tests. 

(a)  Tuberculosis  and  brucellusis  tests  of 
cattle.  Except  as  provided  in  §§93.418, 
98.427(d),  and  93.432,  all  cattle  imported 
from  any  part  of  the  world,  except  for 
immediate  slaughter,  must  be  accom- 
panied by  a  certificate  of  a  salaried 
veterinary  officer  of  the  national  gov- 
ernment of  the  regrion  of  origrin.  or  if 
exported  from  Mexico,  must  be  accom- 
panied either  by  such  a  certificate  or 
by  a  certificate  issued  by  a  veteri- 
narian accredited  by  the  National  Gov- 
ernment of  Mexico  and  endorsed  by  a 
full-time  salaried  veterinary  officer  of 
the  National  Government  of  Mexico, 
thereby  representinpr  that  the  veteri- 
narian issulncr  the  certificate  was  au- 
thorized to  do  so,  stating  that: 

(1)  Brucelloais.  The  cattle  have  been 
tested  for  brucellosis  with  negative  re- 
sults within  30  days  pnoi'  to  the  date  of 
their  exportation  to  the  United  States; 
Provided,  that  the  brucellosis  test  will 
not  be  required  for  steers,  spayed  heif- 


§93^ 

ers.  or  any  cattle  less  than  6  months 
old.  The  certificate  must  give  the  dates 
and  places  of  testing,  names  of  the  con- 
signor and  consignee,  and  a  description 
of  the  cattle,  with  breed,  ages,  and 
markings;  and 

(2»  Tuberculosis,  (i)  For  steers  and 
spayed  heifers,  the  cattle  originated 
from  a  herd  l^t  tested  negative  to  a 
whole  herd  test  for  tuberculosis  within 
1  year  prior  to  the  date  of  exportation 
to  the  United  States,  and  the  animals 
each  tested  negative  to  an  additional 
official  tuberculin  test  conducted  with- 
in 60  days  prior  to  the  date  of  expor- 
tation to  the  United  States;  or 

(ii)  For  sexually  intact  cattle  that 
are  ftom  an  accredited  herd,  the  herd 
was  certified  as  an  accredited  herd  for 
tuberculosis  within  1  year  prior  to  the 
date  of  exportation  to  the  United 
States;  or 

(iii)  For  sexually  intact  cattle  that 
are  not  from  an  accredited  herd,  the 
cattle  originated  firom  a  herd  that  test- 
ed negative  to  a  whole  herd  test  for  tu- 
berculosis within  1  year  prior  to  the 
date  of  exportation  to  the  United 
States,  and  the  animals  each  tested 
negative  to  one  additional  official  tu- 
berculin test  conducted  no  more  than  6 
months  sind  no  less  than  60  days  prior 
to  the  date  of  exportation  to  the 
United  States^  except  that  the  addi- 
tional test  is  not  required  if  the  ani- 
mals are  exported  within  6  months  of 
the  whole  herd  test. 

(b)  Tuberculosis  and  brucellosis  tests  of 
goats.  Except  as  provided  in  §§93.419 
and  93.428<b).  all  goats  offered  for  im- 
portation, except  for  immediate 
slaughter,  shall  be  accompanied  by  a 
satisfactory  certificate  of  a  salaried 
veterinary  officer  of  the  national  gov- 
ernment of  the  region  of  origin,  or  if 
exported  from  Mexico,  shall  be  accom- 
panied either  by  such  a  certificate  or 
by  a  certificate  i.s.sxipd  by  a  veteri- 
narian accredited  by  the  National  Gov- 
ermnent  of  Mexico  and  endorsed  by  a 
full-time  salaried  veterinary  officer  of 
the  National  Goveinment  of  Mexico, 
thereby  representing  that  the  veteri- 
narian issuing! the  certificate  was  au- 
thorized to  dq  so,  showing  that  the 
goats  have  been  tested  for  tuberculosis 
and  brucellosis  with  negative  results 
within  30  days  of  the  date  of  their  ex- 
portation. The  said  certificate  shall 
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give  the  dates  and  places  of  testing', 
method  of  testing,  names  of  consignor 
and  consignee,  and  a  description  of  the 
goats,  including  breed,  ages,  markings, 
and  tattoo  and  eartag:  numbers. 

(c)  Further  tests  during  quarantine. 
Ruminants  that  have  been  tested  as 
prescribed  in  paragraphs  (a)  and  (b)  of 
this  section  and  that  are  subject  to 
quarantine  at  the  port  of  entry,  as  pro- 
vided in  §93.411,  must  be  re  tested  dur- 
ing the  last  10  dasrs  of  the  quarantine 
period  under  the  supervision  of  a  vet- 
erinary inspector  by  one  or  more  of  the 
methods  approved  by  the  Adminis- 
trator, except  that  cattle  tested  in  ac- 
cordance with  paraqraph  (aV2)(i)  of 
this  section  are  not  required  to  be  re- 
tested  for  tuberculosis. 

[55  FR  31495.  Aug.  2.  1990.  as  amended  at  57 
FB  28060.  June  24,  1902;  68  FR  68600.  Dec.  28. 
1083.  Rertpsi^nated  and  amended  at  62  FR 
56012,  56018.  Oct.  28,  1997;  66  FR  20190.  Apr.  20. 
20011 

§93.407   Declaration  and  other  docu- 
ments  for  ruminants. 

(a)  The  certificates,  declarations,  and 

affidavits  required  by  the  reg-ulations 
in  this  part  shall  be  presented  hy  the 

importer  or  his  or  her  agent  to  the  col- 
lector of  customs  at  the  port  of  entry, 

upon  arrival  of  ruminants  at  such  port, 
for  the  use  of  the  veterinary  inspector 
at  the  port  ol  enUy. 

(b)  For  all  ruminants  offered  for  im- 
portation .  the  importer  or  his  or  her 
agent  shall  first  present  two  copies  of  a 
declaration  which  shall  list  the  port  of 
entry,  the  nune  and  address  of  the  im- 
porter, the  name  and  address  of  the 
broker,  the  origin  of  the  ruminants, 
the  number,  breed,  species,  and  purpose 
of  the  importation,  the  name  of  the 
person  to  whom  the  ruminants  will  be 
delivered,  and  the  location  of  the  place 
to  which  .such  delivery  will  be  made. 

§93.408  Inspection   at   the   port  of 

entry. 

Inspection  shall  be  made  at  the  port 
of  entry  of  all  ruminants  imported 

from  any  part  of  the  world  except  as 
provided  in  §§93.421  and  93.426.  All 
ruminants  found  to  be  tree  from  com- 
municable disease  and  not  to  have  been 

exposed  thereto  within  60  days  prior  to 
their  exportation  to  the  United  States 
shall  be  admitted  subject  to  the  other 


provisions  in  this  part:  all  other 
ruminants  except  as  provided  in 
§§  93.423(c)  and  93.427(a)  shall  be  refused 
entry.  Ruminants  refused  entry,  unless 
exported  within  a  time  fixed  in  each 
case  by  the  Administrator,  and  in  ac- 
cordance with  other  provisions  he  or 
she  may  require  in  each  case  for  their 
handliner  shall  be  disposed  of  as  the  Ad- 
ministrator may  direct  in  accordance 
with  provisions  of  section  2  of  the  Act 
of  July  2.  1962  (21  U.S.C.  134a).  or  the 
provisions  of  section  8  of  the  Act  of  Au- 
gust 30.  1890  (21  U.S.C.  103).  Such  por- 
tions of  tato  transporting  vessel,  and  of 
its  cargo,  which  have  been  exposed  to 
any  such  ruminants  or  their  ema- 
nations shall  be  disinfected  in  such 
manner  as  may  be  considered  necessary 
by  the  inspector  in  charge  at  the  port 
of  entry,  to  prevent  the  introduction  or 
spread  of  livestock  or  poultry  disease, 
before  the  cargo  is  allowed  to  land. 

[55  FR  31495.  Aug.  2.  1990.  Redesignated  and 
amended  at  62      56012, 56018.  Oct.  2B.  1987 

§98,400  Articles  acoompanyiiig 
nuninanta. 

No  litter  or  manure,  fodder  or  other 
aliment,  nor  any  equipment  such  as 
boxes,  buckets,  ropes,  chains,  blankets, 
or  other  things  used  for  or  about 
ruminants  governed  by  the  regulations 
in  this  part,  shall  be  landed  from  any 
conveyance  except  under  such  restric- 
tions as  the  inspector  In  charge  at  the 
]^rt  of  entry  shall  direct. 

§98.410  Uovemmt  from  conveyaneee 
to  quarantine  station. 

Platforms  and  chutes  used  for  han- 
dling imported  ruminants  shall  be 
cleaned  and  disinfected  under  APHIS 
supervision  after  being  so  used.  The 
said  ruminants  shall  not  be  unneces- 
sarily moved  over  any  highways  nor  al- 
lowed to  come  in  contact  with  other 
animals,  but  shall  be  transferred  from 
the  conveyance  to  the  quarantine 
grounds  in  boats,  cars,  or  vehicles  ap- 
proved by  the  inspector  in  charge  at 
the  port  of  entry.  Such  cars,  boats,  or 
vehicles  shall  be  cleaned  and  dis- 
infected under  APiilS  supervision  im- 
mediately after  such  use,  by  the  carrier 
moving  the  same.  The  railway  cars  so 
used  shall  be  either  cars  reserved  for 
this  exclusive  use  or  box  cars  not  oth- 
erwise onployed  in  the  transportation 
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of  animals  or  their  fresh  products. 
When  movement  of  the  aforesaid 
ruminants  upon  or  across  a  public 
highway  Is  unavoidable,  it  shall  be 
under  such  careful  supervision  and  re- 
strictions as  the  inspector  in  chargre  at 
the  port  of  entry  and  the  local  authori- 
ties may  direct. 

§93.411    Quarantine  requirements. 

(a)  Except  for  cattle  from  Central 
America  and  the  West  Indies,  and  ex- 
cept for  nimlnantB  ftom  Canada  and 
Mexico,  all  ruminants  imported  into 
the  United  States  shall  be  cjuarantined 
for  not  less  than  30  days  counting  from 
tlie  date  of  arrival  at  the  port  of  entry. 

(b)  Wild  ruminants  shall  be  subject, 
during  their  quarantine,  to  such  in- 
spections, disinfection,  blood  tests,  or 
other  tests  as  may  be  required  by  the 
Administrator  to  determine  their  free- 
dom from  disease. 

[61  FR  17238,  Apr.  19,  1996.  Redesignated  at  62 
FR  56012.  Oct.  28. 1997] 

§93.412  Ruminant   quarantine  facili- 
ties. 

(a)  Privately  operated  quarantine  fadli- 
ties.  The  importer,  or  his  or  her  a«rent, 
of  ruminants  subject  to  quarantine 
under  the  regulations  in  this  part  shall 
arrange  for  acceptable  transportation 
to  the  privately  operated  quarantine 
facility  and  for  the  care.  feed,  and  han- 
dling of  the  ruminants  from  the  time  of 
nnloadlnff  at  the  quarantine  i>ort  to  the 
time  of  release  from  quarantine.  Such 
arrangements  shall  be  agreed  to  in  ad- 
vance by  the  Administrator.  All  ex- 
penses resulting  therefrom  or  incident 
thereto  shall  he  the  responsibility  of 
the  importer;  APHIS  assnmes  no  re- 
sponsibility with  respect  thereto.  The 
quarantine  facility  must  be  suitable  for 
th.e  quarantine  of  such  ruminants  and 
must  be  approved  by  the  Administrator 
prior  to  the  issuance  of  any  import  per- 
mit. The  facilities  occuj^ed  by 
ruminants  should  be  kept  clean  and 
sanitary  to  the  satisfaction  of  the  in- 
spector assigned  to  supervise  the  quar- 
antine. If  for  any  cause  the  care,  feed, 
or  handling  of  ruminants,  or  the  sani- 
tation of  the  facilities,  is  neglected,  in 
the  opinion  of  the  inspector  assigned  to 
supervise  the  quarantine,  such  services 
may  be  Aimished  by  APHIS  in  the 
same  manner  as  though  arrangements 


had  been  madel  for  such  services  as  pro- 
vided by  paragraph  (b)  of  this  section, 
andor  the  ruminants  may  be  disposed 
of  as  the  Administrator  may  direct,  in- 
cluding sale  in  accordance  with  the 
procedure  described  in  paragraph  (b)  of 
this  section.  The  importer,  or  his  or 
her  agent,  shall  request  in  writing  such 
inspection  and  other  services  as  may  he 
required,  and  shall  waive  all  claim 
a^-ainst  the  United  States  and  APHIS 
or  any  employee  of  APHIS  for  damages 
which  may  arise  from  such  services. 
The  Administrator,  may  prescribe  rea- 
sonable rates  for  the  services  provided 
under  this  paragraph.  When  it  is  found 
necessary  to  extend  the  usual  min- 
imum quarantine  period,  the  importer, 
or  his  or  her  agent,  shall  be  so  advised 
in  writing  and  shall  pay  for  such  addi- 
tional quarantine  and  other  services 
required.  Payment  for  all  services  re- 
ceived by  the  importer,  or  his  or  her 
agent,  in  connection  with  each  sepa- 
rate lot  of  ruminants  shall  be  made  by 
certified  check  or  U.S.  money  order 
prior  to  release  of  the  ruminants.  Tf 
such  payment  is  not  made,  the 
ruminants  may  be  sold  in  accordance 
with  the  procedure  described  in  para- 
graph (b)  of  this  section,  or  otherwise 
disposed  of  as  directed  by  the  Adminis- 
trator. 

(b)  Quarantine  facilities  maintained  by 
APHIS.  The  importer,  or  his  or  her 
agent,  of  ruminants  subject  to  quar- 
antine imder  the  regulations  in  this 
part  shall  arrange  for  acceptable  trans- 
portation  to  the  quarantine  facility, 
and  for  the  care,  feed,  and  handling  of 
the  ruminants  from  the  time  they  ar- 
rive at  the  quarantine  port  to  the  time 
of  release  from  quarantine.  Such  ar- 
rangements shall  be  agreed  to  in  ad- 
vance by  the  Administrator.  The  im- 
porter or  his  or  her  agent  shall  request 
in  writing  such  inspection  and  other 
services  as  may  be  required,  and  shall 
waive  all  claim  against  the  United 
States  and  APHIS  or  any  employee  of 
APHIS,  for  damages  which  may  arise 
from  such  services.  All  expenses  result- 
ing therefrom  or  incident  thereto  shall 
be  the  responsibility  of  the  importer; 
APHI.S  assumes  no  responsibility  with 
respect  thereto.  The  Administrator 
may  prescribe  rbasonable  rates  for  the 
services  provided  under  1Mb  paragraph. 
When  it  is  found  necessary  to  extend 
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the  usual  minimum  QUftrantlne  period, 
the  Importer,  or  Ms  or  her  agent,  shall 
be  so  advised  in  writing  and  shall  pay 
for  such  additional  qnarantiiie  and 
other  services  required.  Payment  for 
services  received  by  the  importer,  or 
his  or  her  agent,  in  connection  with 
each  seiMurate  lot  of  ruminants  shall  be 
made  by  certified  check  or  U.S.  money 
order  prior  to  release  of  the  ruminants. 
If  such  payment  is  not  made,  the 
ruminants  may  be  sold  in  accordance 
with  the  procedure  described  in  this 
paragraph  or  otherwise  disposed  of  as 
directed  by  the  Administrator.  When 
pasrment  is  not  made  and  the 
ruminants  are  to  be  sold  to  recover 
payment  for  services  received,  the  im- 
porter, or  his  or  her  agent,  will  be  noti- 
fied by  the  inspector  that  if  said 
charges  are  not  Immediately  paid  or 
satisfactory  arranerements  made  for 
I>ayment,  the  ruminants  will  be  sold  at 
public  sale  to  pay  the  expense  of  care, 
feed,  and  handling  during  that  period. 
The  sale  will  be  held  after  the  expira- 
tion of  the  quarantine  period,  at  such 
time  and  place  as  may  be  designated  by 
the  General  Services  Administration  or 

other   designated    selling'    agent.  The 

proceeds  of  the  sale,  after  deducting 
the  charges  for  care,  feed,  and  handling 

of  the  ruminants  and  other  expenses. 
Including  the  expense  of  the  sale,  shall 
be  held  In  a  Special  Deposit  Account  in 
the  United  States  Treasury  for  6 
months  from  the  date  of  sale.  If  not 
claimed  by  the  importer,  or  his  or  her 
agent,  within  6  months  from  the  date 
of  sale,  the  amount  so  held  shall  be 
transferred  from  the  Special  Deposit 
Account  to  the  General  Fund  Account 
in  the  United  States  Treasury. 

(0)  Amounts  collected  teom  the  im- 
porter, or  his  or  her  agent,  for  service 
rwidered  shall  be  deposited  so  as  to  be 
available  for  defraying  the  expenses  in- 
volved in  this  service. 

§93.413   Quarantine  stations,  visiting 
restricted;  sales  prohibited. 

Visitors  shall  not  be  admitted  to  the 
quarantine  enclosure  during  any  time 
that  ruminants  are  in  quarantine  ex- 
cept that  an  importer  (or  his  or  her  ac- 
credited acrent  or  veterinarian)  may  be 
admitted  to  the  yards  and  buildings 
containing  his  or  her  quarantined 
ruminants  at  such  Intervals  as  may  be 


deemed  necessary,  and  under  such  con- 
ditions and  restrictions  a.s  may  be  im- 
posed, by  the  inspector  in  charge  of  the 
quarantine  station.  On  the  last  day  of 
the  quarantine  period,  owners,  officers 
or  registry  societies,  and  others  having 
o£Kcial  business  or  whose  services  may 
be  necessary  in  the  removal  of  the 
ruminants  may  be  admitted  upon  writ- 
ten permission  from  the  said  inspector. 
No  exhibition  or  sale  shall  be  allowed 
within  the  Quarantine  grounds. 

§  ^'^-^^i^^l^ll^      from  quarantined 

Milk  or  cream  from  ruminants  quaiv 
antined  under  the  provisions  of  this 
part  shall  not  be  used  by  any  person 
other  than  those  in  charge  of  such 
ruminants,  nor  be  fed  to  any  animals 
other  than  those  within  the  same  en- 
closure, without  permission  of  the  in- 
spector in  charge  of  the  quaraatlais  star 
tion  and  subject  to  such  restrictions  as 
he  or  she  may  consider  necessary  to 
each  instance.  No  milk  or  cream  shall 
be  removed  from  the  quarantine  prem- 
ises except  in  compliance  witli  all 
State  and  local  regulations. 

ruminants. 

No  manure  shall  be  removed  from  the 
quarantine  premises  until  the  release 
of  tte  ruminants  producing  same. 

$93,416  Appearance  of  disease  among 
imninnsts  in  qnanmtiiie. 

If  any  contagious  disease  appears 

among  ruminants  during  the  quar- 
antine period  special  precautions  shall 
be  taken  to  prevent  spread  of  the  infec- 
tion to  other  aniinalB  in  the  quarantine 
station  or  to  those  outside  the  grounds. 
The  affected  ruminants  shall  be  dis- 
posed of  as  the  Administrator  may  di- 
rect, depending  upon  the  nature  of  the 
disease. 

Canada 7 

$  93.417  Import  permit  and  declaration 

(a)  For  ruminants  intended  for  im- 
portation from  Canada,  the  importer 


''Importations  from  Canada  shall  be  sub- 
ject to  §§98.417  to  93.421,  inclasive.  in  addi- 
tion to  other  sections  in  this  part  which  are 
in  terms  applicable  to  such  importations. 
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shall  first  apply  for  and  obtain  from 
APHTS  an  import  permit  as  provided  in 
§93.404:  Provided,  That  an  import  per- 
mit is  not  required  for  ruminants  of- 
fered for  entry  at  a  land  border  port 
desiirnated  In  §98.408(b)  If  sncli  rumi- 
nant is: 

(1)  A  wether; 

(2)  A  sheep  or  goat  imported  for  im- 
mediate alangliter;  or 

(3)  A  ruminant  other  than  a  sheep  or 
goat  and  that  ruminant: 

(1)  Was  bom  in  Canada  or  the  United 
States,  and  has  been  in  no  region  other 
than  Canada  or  the  United  States,  or 

(u)  Has  been  legally  imported  into 
Canada  from  some  other  region  and  un- 
conditionally released  in  Canada  so  as 
to  be  eligible  to  move  ftreely  within 
that  region  without  restriction  of  any 
kind  and  has  been  in  Canada  after  such 
release  for  60  days  or  longer. 

(b)  For  all  ruminants  offered  for  im- 
portation from  Canada,  the  importer  or 
his  or  her  agent  shall  present  two  cop- 
ies of  a  declaration  as  provided  in 
§93.407. 

[55  FR  31495,  Aug.  2,  1990,  as  amended  at  60 
PR  13000,  iSmt.  16.  1906.  Redesignated  and 
amended  at  62  FB  56012. 56018.  Oct.  28. 18071 

S 93.418    Cattle  from  Canada. 

(a)  Health  certificates.  Except  for  cat- 
tle imported  for  immediate  slaughter 
in  accordance  with  §93.420.  cattle  in- 
tended for  importation  from  Canada 
shall  be  accompanied  by  a  certificate 
issued  in  accordance  with  198.406(a). 
The  certificate  shall  state  that  the  cat- 
tle have  been  inspected  and  found  to  be 
free  from  any  evidence  of  commu- 
nicable disease  and  that,  as  far  as  can 
be  determined,  they  have  not  been  ex- 
posed to  any  such  disease  during  the 
preceding  fiO  days.  Cattle  found  un- 
Quaiiiied  upon  inspection  at  the  port  of 
entry  will  be  reltised  entry  into  the 
United  States. 

(b)  Tnberculin-test  certificates.  (1)  Cat- 
tle from  Canada  from  a  herd  in  which 
any  cattle  have  been  determined  to 
have  tuberculosis  shall  not  be  imported 
into  the  United  States. 

(2)  Except  for  cattle  prohibited  from 
importation  under  paragraph  (b)(1)  of 
this  section,  cattle  from  Canada  may 
be  imported  into  the  United  States  if: 


(1)  The  caitle  are  imported  for 
slaughter  in  accordance  with  §93.420  of 
this  part;  or 

(ii)  The  cattle  are  accompanied  by  a 
certificate  issu^ed  or  endorsed  by  a  sala- 
ried veterinarian  of  the  Canadian  Gov- 
ernment showing: 

(A)  That  the  cattle  are  from  a  tuber- 
culosis-free herd;  or 

(B)  The  date  and  place  the  cattle 
were  last  tested  for  tuberculosis:  that 
the  cattle  were  found  negative  for  tu- 
berculosis on  such  test;  and  that  such 
test  was  performed  within  60  days  pre- 
ceding  the  arrival  of  the  cattle  at  the 
port  of  entry;  or 

(C)  That  the  cattle  are  at  least  five 
dasrs  but  not  more  than  four  weeks  of 
age  and,  therefore,  exempt  from  the  tu- 
berculosis testing  requirement;  or 

(D)  For  a  calf  imported  with  its  dam, 
the  date  and  place  the  calfs  dam  was 
I  ist  tested  for  tuberculosis;  that  the 
dam  was  found  negative  for  tuber- 
culosis on  such  test;  that  such  test  was 
performed  within  60  days  preceding  the 
arrival  of  the  calf  and  dam  at  the  port 
of  entry:  and  that  the  calf  was  bom 
after  such  test  was  performed. 

(c)  Brucellosis  test  or  vaccination  cer- 
tificates. (1)  Cattle  from  Canada  from  a 
herd  in  which  any  cattle  have  been  de- 
termined to  have  brucellosis  may  not 
be  imported  into  the  United  States; 

(2)  Except  fot*  cattle  prohibited  from 
importation  into  the  United  States 
under  paragraph  (c)(1)  of  this  section, 
cattle  6  months  of  age  or  older  from 
Canada  may  be  imported  into  the 
United  States  if  the  following  condi- 
tions are  met: 

(i)  The  cattle  are  imported  for 
slaughter  in  accordance  with  §  92.420; 

(ii)  The  cattle  are  steers;  or 

(ill)  The  cattle  are  accompanied  by  a 
certificate  issued  or  endorsed  by  a  sala- 
ried veterinarian  of  the  Canadian  gov- 
ernment showing: 

(A)  That  the  cattle  are  from  a  bruc^- 
losis  certified-free  herd,  province,  or 
territory;  or 

(B)  The  date  and  place  Uie  cattle 
were  last  tested  for  brucellosis;  that 
the  cattle  were  found  negative  for  bru- 
cellosis on  such  test;  and  that  such  test 
was  performed  within  30  days  preceding 
the  arrival  of  the  cattle  at  the  port  of 
entry;  or  i 
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(C)  That  the  female  cattle  under  18 
months  of  age  were  vaccinated  against 
brncelloBis  in  accordance  wltli  Oana^ 
dlan  regulations. 

(d)  The  certificates  prescribed  in 
paragraphs  (b)  and  (c)  of  this  section 
shall  state: 

(1)  The  names  of  the  consignor  and 
the  consigrnee: 

(2)  A  description  of  the  cattle  to  be 
imported,  including  the  breed,  ages, 
markings,  and  tattoo  and  eartag  num- 
bers of  each  animal; 

(3)  The  dates  and  places  of  each  Lest 
required  by  paragraphs  (b)  and  (c)  of 
this  section:  and 

(4)  The  date  of  vaccination,  dosage  of 
vaccine  used,  and  the  age  of  each  ani- 
mal on  the  date  of  vaccination  for  each 
vaccination  conducted  in  accordance 
with  paragraph  (c)(2)(ii)(C)  of  this  sec- 
tion. 

[55  FR  31495,  Aut?.  2.  lOUfl.  lus  amended  at  55 
FR  49990.  Dec.  4,  1990;  58  FR  37641.  July  13. 
1993  :  59  FR  28216.  June  1.  1994:  61  FR  17238. 
Apr.  19,  1996.  Redesignated  and  amended  at  62 
FR  66012, 56018.  Oct.  28. 1907] 

§93.419    Sheep  and  goats  from  Canada. 

(a)  Except  for  sheep  and  goats  im- 
ported for  immediate  slaughter  in  ac- 
cordance with  §93.420.  sheep  and  goats 
intended  for  importation  from  Canada 
shall  be  accompanied  by  a  certificate 
issued  in  accordance  with  §98.406. 

(b)  If  sheep  or  g^oats  are  unaccom- 
panied by  the  certificate  required  by 
paragraph  (a)  of  this  section,  or  if  they 
are  found  upon  inspection  at  the  port 
of  entry  to  be  affected  with  a  commu- 
nicable disease  or  to  have  been  exposed 
thereto,  they  shall  be  refused  entry  and 
shall  be  handled  thereafter  in  accord- 
ance with  the  provisions  of  section  8  of 
the  act  of  August  30,  1890  (26  Stat.  416; 
21  U.S.C.  103),  or  quarantined,  or  other- 
wise disposed  of  as  the  Administrator 
may  direct. 

(.'Xpprovod  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0040) 

155  FR  31495.  Aug.  2,  1990,  as  amended  at  59 
FR  28216.  Jane  1,  1894;  61  FR  17280.  Apr.  10, 
1906.  Redosig^nated  and  amended  at  62  FR 

56012.  56018.  Oct.  28.  1997] 

$98,420   Ruminants  from  Canada  for 
immediate  slaughter. 

Any  ruminant  imported  from  Canada 
for  Immediate  slaughter  shall  be  con- 


signed from  the  port  of  entry  directly 
to  a  recognized  slaughtering  establish- 
ment and  there  be  slaughtered  witliin  2 
weeks  from  the  date  of  entry.  Such 
ruminants  shall  be  inspected  at  the 
port  of  entry  and  otherwise  handled  in 
accordance  with  §98.406. 

[59  FR  28216,  June  1,  1094.  Redesigiiated  and 
amended  at  62  FR  56012, 56018.  Oct.  28, 1807] 

1911421  Special  provlaioiia. 

(a)  In-bond  shipments  from  Canada.  (1) 

Cattle,  sheep,  and  goats  from  Canada 
transported  in-bond  throug'h  the 
United  States  for  immediate  export 
shall  be  inspected  at  the  border  port  of 

entry  and.  when  accompanied  by  an 
import  permit  obtained  under  §93.404  of 
this  part  and  all  conditions  therein  are 
observed,  shall  be  allowed  entry  into 
the  United  States  and  shall  be  other- 
wise handled  as  provided  in  paragraph 
(b)  of  §93.401.  Ruminants  not  accom- 
panied by  a  permit  shall  meet  the  re> 
quirements  of  this  part  in  the  same 
mannei'  as  I'uminants  destined  for  im- 
portation into  the  United  States,  ex- 
cept that  the  Administrator  may  per- 
mit  their  inspection  at  some  other 
point  when  he  or  she  finds  that  such 

action  will  not  increase  the  risk  that 
communicable  diseases  of  livestock 
and  poultry  will  be  disseminated  to  the 
livestock  or  poultry  of  the  United 
States. 

(2)  In-transit  shipments  through  Can- 
ada. Ruminants  originating  in  the 
United  States  and  transported  directly 
through  Canada  may  re-enter  the 
United  States  without  Canadian  health 
or  test  certificates  when  accompanied 
by  copies  of  the  United  States  export 
health  certificates  properly  issued  and 
endraaed  in  accordance  with  regula- 
tions in  part  91  of  this  chapter:  Pro- 
vided, That,  to  qualify  for  entry,  the 
date,  time,  port  of  entry,  and  signature 
of  the  Canadian  Port  Veterinarian  that 
inspected  the  ruminants  for  entry  into 
Canada  shall  be  recorded  on  the  United 
States  health  certificate,  or  a  paper 
containing  information  shall  be  at- 
tached to  the  certificate  that  accom- 
panies the  ruminants.  In  all  cases  it 
shall  be  determined  by  the  veterinary 
inspector  at  the  United  States  port  of 
entry  that  the  ruminants  are  the  iden- 
tical ruminants  covered  by  said  certifi- 
cate. 
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(b)  Exhibition  ruminants.  Ruminants 
from  the  United  States  which  have 
been  exhibited  at  the  Royal  Agricul- 
tural Winter  Fair  at  Toronto  or  other 
pabllcly  recognized  expositions  in  Can- 
ada, including  racing,  rodeo,  circus,  or 
stage  exhibitions  in  Canada,  and  have 
not  been  in  that  region  for  more  than 
90  days  are  eligrible  for  return  to  the 
United  States  without  Canadian  health 
or  test  certificates,  if  they  are  accom- 
panied by  copies  of  the  United  States 
bealth  certificate,  issued  ajid  endorsed 
in  accordance  with  the  export  regula- 
tions contained  in  part  91  of  this  chap- 
ter for  entry  into  Canada:  Provided, 
Tb&t  all  ruminants  offered  for  re-entry 
upon  examination  by  the  veterinary  in- 
spector at  the  U.S.  port  of  entry,  are 
found  by  the  inspector  to  be  free  of 
communicable  diseases  and  exposure 
thereto  and  are  determined  to  ]»e  the 
identical  ruminants  covered  b.v  said 
certificates  or  are  the  natural  increase 
of  such  ruminants  bom  after  official 
test  dates  certified  on  the  dam's  health 
certificate. 

[55  FR  3149.5.  Am.  2.  1990.  Redesignated  and 
amended  at  62  FR  56012.  56018.  Oct.  28.  1997J 

Central  America  and  West  Indies  ^ 

§98.^2  buport  permit  and  dedaratioii 
tor  mmmaiita. 

(a)  For  ruminants  intended  for  im- 
portation from  regions  of  Central 
America  or  of  the  West  Indies,  the  im- 
porter shall  first  apply  for  and  obtain 
from  APHIS  an  import  permit  as  pro- 
vided in  §93.404:  Provided,  That  the  Ad- 
ministrator, when  he  or  she  finds  that 
such  action  may  be  taken  without  en- 
dangering the  livestock  or  poultry  in- 
dustry of  the  United  States,  may,  upon 
request  by  any  person,  authorize  the 
importation  by  such  person,  without 
such  application  or  permit,  from  the 
British  Virgin  Islands  into  the  Vir^iin 
Islands  of  the  United  States,  ol 
ruminants  consigned  for  immediate 
slaughter,  and  such  authorization  may 
be  limited  to  a  particular  shipment  or 
extend  to  all  shipments  under  this 


•ImportationB  from  regions  of  Central 

America  and  the  West  Indies  Shall  be  subjp<  * 
to  §§93.422  and  93.423.  in  addition  to  other 
sections  in  this  part,  which  are  in  terms  ap- 
plicable to  such  Importations. 


paragraph  by  such  person  during  a 
specified  period  of  time.  The  importa- 
tion of  cattle  from  any  area  infested 
with  cattle  fever  ticks  is  prohibited  ex- 
cept as  provided  in  paragraph  (c)  of 

§93.423 

(b)  For  all  ruminants  offered  for  im- 
portation from  countries  of  Central 
America  or  of  the  West  Indies,  the  im- 
porter or  his  or  her  apent  shall  present 
two  copies  of  a  declaration  as  provided 
in  §93.407. 

155  FR  31495.  Aug.  2.  1990.  Redesignated  and 
amended  at  62  FR  86012, 66019,  Oct.  28. 1967] 

§93.423   RumJpuuDts      from  Central 
America  and  tiie  West  IndieB. 

(a)  Ruminants  intended  for  importa- 
tion from  Central  .'\merica  and  the 
West  Indies,  except  as  provided  in  para- 
graph (c)  of  this  section,  must  be  ac- 
companied by  a  certificate  issued  in  ac- 
cordance with  §  93.405(a)  stating  that 
the  animals  have  been  in  that  region  at 
least  00  6Aya  immediately  preceding 
the  date  of  eihipment  to  the  United 
States:  that  he  or  she  has  inspected  the 
ruminants  on  the  premises  of  origin 
and  found  them  free  &'om  evidence  of 
any  communicable  disease;  and  that,  as 
far  as  it  has  been  possible  to  deter- 
mine, the  ruminants  have  not  been  ex- 
posed to  any  communicable  disease 
during  the  preceding  60  days.  U  no  such 
veterinary  officer  is  available  in  the  re- 
gion of  ori.i,^in.  luminants,  other  than 
sheep  and  goats,  may  be  accompanied 
by  an  affidavit  of  the  owner  or  im- 
porter stating:  that  such  ruminants 
have  been  in  the  reM'ion  fiom  which 
they  were  directly  shipped  to  the 
United  States  for  a  period  of  at  least  60 
days  immediately  precedint?  the  date  of 
shipment  therefrom,  and  that  during 
such  period  no  communicable  disease 
has  existed  among  them  or  among  ani- 
mals of  their  kind  with  which  they 
have  come  in  contact.  Ruminants  for 
which  such  aliidavit  is  presented,  un- 
less imported  fOr  immediate  slaughter, 
shall  be  quarantined  at  the  port  of 
entry  at  least  seven  days  and  during" 
that  time  shall  be  subjected  to  such 
dipping,  blood  tests  or  other  tests,  as 
may  be  required  by  the  Administrator 
to  (lotormine  their  freedom  fi'om  com- 
municable diseases.  If  imported  for  im- 
mediate aiaiighter,  such  animals  shall 
be  handled  as  provided  in  S  03.420. 
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(b)  The  certificate  accompanying 
sheep  and  goats  intended  for  importa- 
tion from  Central  America  and  the 
West  Indies  must.  In  addition  to  the 
statements  required  by  paratrraph  (a) 
of  this  section,  meet  all  of  the  require- 
ments of  §93.405. 

(0)  Cattle,  which  have  been  infested 
with  or  exposed  to  fever  ticks,  may  be 
imported  from  the  British  Virgin  Is- 
lands into  the  United  States  Virgin  Is- 
lands, for  Immediate  slauirhter,  only,  if 
they  are  free  from  fever  ticks  at  the 
time  of  such  importation:  if  they  are 
entered  through  one  of  the  ports  des- 
ignated in  198.403(d)  and  are  consigned 
to  a  recognized  slaughtering  establish- 
ment with  facilities  approved  by  the 
Administrator  for  holding  the  animals 
in  isolation  until  slaughtered,  which 
shall  be  within  14  days  after  the  date  of 
entry  into  the  United  States  Virgin  Is- 
lands; and  if  they  axe  accompanied  by  a 
certificate  of  a  responsible  official  of 
the  government  of  the  British  Virgin 
Islands  certifying  that  the  cattle  origi- 
nated in  and  are  being  shipi>ed  directly 
from  the  British  Virgin  Islands,  that 
Idiey  are  firee  of  fever  ticks,  and  that, 
aa  far  as  it  has  been  possible  to  deter- 
mine, such  cattle  are  free  from  evi- 
dence of  communicable  disease  and 
have  not  been  exposed  to  any  such  dis- 
ease common  to  animals  of  their  kind, 
other  than  splenetic,  southern,  or  tick 
fever,  during  the  60  days  preceding 
their  movement  to  the  United  States 
Virgin  Islands. 

(d)  If  ruminants  are  unaccompanied 
by  Idle  cotificate  or  affidavit  as  re- 
quired by  paragraphs  (a),  (b).  or  (c)  of 
this  section,  or  if  they  are  found  upon 
inspection  at  the  port  of  entry  to  be  af- 
fected with  a  conmranicable  disease  or 
to  have  been  exposed  thereto,  they 
shall  be  refused  entry,  except  as  pro- 
vided in  pai'agraph  (c)  of  this  section. 
Ruminants  refused  entry  shall  be  han- 
dled thereafter  in  accordance  with  the 
provisions  of  section  8  of  the  Act  of  Au- 
gust 30,  1890  i26  Stat.  416;  21  U.S.C.  103), 
or  quarantined,  or  otherwise  disposed 
of  as  the  Administrator  may  direct. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  057d-(X}40) 

[55  FR  31495.  Aug:.  2,  1990.  as  amended  at  61 
FR  17239.  Apr.  19.  1996.  ReUesisnaLed  auU 
amended  at  62  FR  50012,  56019,  Oct.  28, 1997] 


Mexico  > 

i9MS4  Import  permits  and  appUea- 
tiims  lor  inspection  of  ruminants. 

(a)  Form  mi  nan  ts  intended  for  impor- 
tation from  Mexico,  the  importer  shall 
first  apply  for  and  obtain  teom  APHIS 
an  import  permit  as  provided  in  §93.404: 
Provided.  That  an  import  permit  is  not 
required  for  a  ruminant  offered  for 
entry  at  a  land  border  port  designated 
in  §93.403(0,  if  such  animal  Is: 

(1)  A  wether: 

(2)  A  sheep  or  goat  imported  for  im- 
mediate slaughter;  or 

(3)  A  ruminant  other  than  a  SheoP  OT 
goat  and  that  ruminant: 

(i)  Was  born  in  Mexico  or  the  United 
States,  and  has  been  in  no  region  other 
than  Mexico  or  the  United  States,  and 

(ii)  Has  not.  durini?  the  preceding  60 
days  been  corraiied,  pastured,  or  held 
wit^,  or  bred  by,  or  inseminated  with 
semen  from  any  ruminant  which  has 
been  imported  into  Mexico  from  a  re- 
gion designated  in  §  94.1(a)(1)  as  in- 
fected with  foot-and-mouth  disease  or 
rinderpest,  and 

(iii)  Is  not  pregnant  as  a  result  of 
having  been  bred  by.  or  artificially  in- 
seminated with  semen  from,  a  rumi- 
nant imported  into  Mexico  fi-om  re- 
gions designated  in  §  94.1(a)  as  infected 
with  foot-and-mouth  disease  or  rinder^ 
pest. 

(b)  For  ruminants  intended  for  im- 
portation into  the  United  States  from 
Mexico,  the  importer  or  his  or  her 
agent  shall  deliver  to  the  veterinary 
inspector  at  the  port  of  entry  an  appli- 
cation, in  writing,  for  inspection,  so 
that  the  veterinary  inspector  and  cus- 
toms representatives  may  make  mutu- 
ally satisfactory  arrangements  for  the 
orderly  inspection  of  the  animals.  For 
all  cattle,  except  those  entering  pursu- 
ant to  the  third  proviso  in  § 93.427(d), 
and  except  for  steers,  an  official  record 
of  negative  brucellosis  test  conducted 
on  the  herd  of  origin  as  required  in 
§9;i. 427(d)  shall  be  presented  to  the  vet- 
erinary inspector  at  the  port  of  enti^ 
when  application  is  made  for  Inspec- 
tion. The  veterinary  inspector  at  the 
port  of  entry  will  provide  the  importer 


•Importations  from  Meicico  shall  be  sub- 

je.  t  to  §§93.121  to  93.429.  inclusive,  in  addi- 
tion to  other  sections  in  this  part  which  are 
in  terms  applicable  for  such  importations. 
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or  his  or  her  agent  with  a  written 
statement  assigning  a  date  when  the 
animals  may  be  presented  for  import 
Inspection. 

(65  FR  31495.  Aug.  2.  1990.  as  amended  at  60 
FR  13898,  18900.  IiCar.  15,  1996.  Redesignated 
and  amended  at  66012,  60019.  Oct.  28. 1967] 

S  93.425  Declaration  for  nmiinants. 

For  all  ruminants  offered  for  Impor- 
tation from  Mexico,  the  importer  or  his 
or  her  agent  shall  present  two  copies  of 
a  declaration  as  provided  in  §93.407. 

[55  FK  31495.  Aug.  2.  1990.  Redesignated  and 
amended  at  82  FR  56012, 66019.  Oct.  28. 1907] 

§98.426   Inspection  at  port  uf  entry. 

(a)  All  ruminants  offered  for  entry 
from  Mexico,  Including  such  ruminants 

intended  for  movement  through  the 
United  States  in  bond  for  immediate 
return  to  Mexico,  shall  be  inspected  at 
the  port  of  entry,  and  all  such 
ruminants  found  to  be  free  from  com- 
municable disease  and  fever  tick  infes- 
tation, and  not  to  have  been  exposed 
thereto,  shall  be  admitted  into  the 
United  States  subject  to  the  other  ap- 
plicable provisions  of  this  part. 
Ruminants  found  to  be  affected  with  or 
to  have  been  exposed  to  a  commu- 
nicable disease,  or  Infested  with  fever 
ticks,  shall  be  refused  entry  except  as 
provided  in  §93. 427(b)(2).  Ruminants  re- 
fused entry  shall  be  liandled  thereafter 
In  accordance  with  provisions  of  sec- 
tion 8  of  the  Act  of  August  30,  1890  (26 
Stat.  416:  21  U.S.C.  103)  or  quarantined 
or  otherwise  disposed  of  as  the  Admin- 
istrator, may  direct. 

(b)  Ruminants  covered  by  paragraph 
(a)  of  this  section  shall  be  imported 
thiough  ports,  designated  in  §93.403, 
which  axe  equipped  with  facilities  nec- 
essary for  proper  chute  inspection,  dip- 
ping, and  testing,  as  provided  in  this 
part. 

[55  FR  31495.  Aug.  2,  1990,  as  amended  at  60 
FR  18898,  Mto.  IS,  1906.  Redeiignated  and 
amended  at  62  FR  66012, 66019,  Oct.  28, 1997] 

8«US7  Cattle  from  Mexico. 

(a)  Cattle  and  other  ruminants  Im- 
ported from  Mexico,  except  animals 
being  transported  in  bond  for  imme- 
diate return  to  Mexico  or  animals  im- 
ported for  Immediate  slaughter,  may 
be  detained  at  the  port  of  entry,  and 


there  subjected  to  such  disinfection, 
blood  tests,  other  tests,  and  dipping  as 
required  in  this  part  to  determine  their 
freedom  from  any  communicable  dis- 
ease or  infection  of  such  disease.  The 
importer  shall  be  responsible  for  the 
care.  feed,  and  handling  of  the  animals 
during  the  period  of  detention. 

(b)  Fever  ticks.  (1)  Except  as  provided 
in  paragraph  (b)(2)  of  this  section,  all 
cattle  intended  for  importation  from 
Mexico,  for  purposes  other  than  inmie- 
dlate  slaughter,  shall  be  accompanied 
by  a  certificate  issuerl  in  accordance 
with  § 93.405(a),  and  showing  that  the 
veterinarian  issuing  the  certificate  in- 
spected the  cattle  at  the  time  of  move- 
ment  to  the  port  of  entry  and  found 
them  free  from  any  evidence  of  com- 
municable disease  and  that,  as  far  as  it 
has  been  poa^ble  to  determine,  they 
have  not  been  exposed  to  any  subh  dis- 
ease, including  splenetic,  southern  or 
tick  fever,  during  the  preceding  60  days 
and,  if  shipped  by  rail  or  truck,  the  cer- 
tificate shall  further  s];>eclfy  that  the 
cattle  w^ere  loaded  into  clean  and  dis- 
infected cars  or  trucks  for  transpor- 
tation direct  to  the  port  of  entry.  They 
shall  also  be  accompanied  by  a  certifi- 
cate of  the  importer,  or  his  or  her 
agent  supervising  the  shipment,  stat- 
ing that  while  en  route  to  the  port  of 
entry  they  have  not  been  trailed  or 
driven  through  any  district  or  area  in- 
fested with  fever  ticks.  Notwith- 
standing such  certificates,  such  cattle 
shall  be  detalhed  as  provided  in  para^ 
graph  (a)  of  this  section  and  shall  be 
dipped  at  least  once,  under  the  super- 
vision of  an  inspector,  in  one  of  the 
permitted  dips  listed  in  172.13(b)  of  this 
chapter.  The  selection  of  the  permitted 
dip  to  be  used  will  be  made  by  the  port 
veterinarian  in  each  case.  The  owner  or 
his  or  her  agent  shall  first  execute  an 
application  for  inspection  and  dipping 
a.s  pin vided  in  paragrraph  (bX2)(iii)  of 
this  section. 

(2)  Cattle  that  have  been  exposed  to 
splenetic,  southern,  or  tick  fever,  or 
that  bave  been  infested  with  or  exposed 
to  fever  ticks,  may  be  imported  from 
Mexico  for  adn^ssion  into  the  State  of 
Texas,  except  into  areas  quarantined 
because  of  said  disease  or  tick  infesta- 
tion as  specified  in  §72.5  of  this  chap- 
ter, either  at  one  of  the  land  border 
ports  in  Texa^  listed  in  193.408(c)  of 
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this  part,  or  at  the  port  of  Santa  Te- 
resa. NM.  provided  that  the  followingr 
conditions  are  strictly  observed  and 
complied  with: 

(I)  The  cattle  shall  be  accompanied 
by  a  certificate  issued  In  accordance 
with  § 93.405(a).  and  showing-  that  the 
veterinarian  issuing  the  certificate  has 
inspected  the  cattle  and  found  them 
free  from  fever  ticks  and  any  evidence 
of  communicable  disease,  and  that,  as 
far  as  it  has  been  possible  to  deter- 
mine, they  have  not  been  exposed  to 
any  such  disease,  except  splenetic, 
southern,  or  tick  fevoi ,  1  urine:  the  60 
days  immediately  piecHdinsr  their 
movement  to  the  port  of  entry. 

(II)  The  cattle  shall  be  shown  by  a 
certificate  issued  in  accordance  with 
§ 93.405(a)  to  have  been  dipped  in  a  tick- 
icidal  dip  within  7  to  12  days  before 
being  offered  for  entry. 

(ill)  The  importer,  or  his  or  her  duly 
authorized  a^-ent.  shall  first  execute 
and  deliver  to  an  inspector  at  the  port 
of  entry  an  application  for  inspection 
and  sapervised  dipping*  wherein  he  or 
she  shall  airree  Id  waivp  all  claims 
ag-ainsf   the  United  States  for  any  lOSS 

or  damag^e  to  the  cattle  occasioned  by 
or  resulting  from  dippiner,  or  resulting 

from  the  fact  that  they  are  later  found 
to  be  still  tick  infested;  and  also  for  all 
subsequent  loss  or  damage  to  any  other 
cattle  in  the  possession  or  control  of 
such  importer  which  may  come  into 
contact  with  the  cattle  so  dipped. 

(iv)  The  cattle  when  offered  for  entry 
shall  receive  a  chute  inspection  by  an 
inspector.  If  found  free  from  ticks  they 
shall  lie  u'iven  one  dipping  in  one  of  the 
permitted  dips  listed  in  § 72.13(b)  of  this 
chapter  under  the  supervision  of  an  in- 
spector 7  to  14  days  after  the  dipping 
required  by  paratrraph  <bV2)(ii)  of  this 
section.  The  selection  of  the  permitted 
dip  to  be  used  will  be  made  by  the  port 
veterinarian  in  each  case.  If  found  to 
be  infested  with  fever  ticks,  the  entire 
lot  of  cattle  shall  be  rejected  and  will 
not  be  again  inspected  for  entry  until 
10  to  14  days  after  ttey  have  again  been 
dipped  in  the  manner  provided  by  para- 
graph (b)(2)(ii)  of  this  section. 

(V)  The  conditions  at  the  port  of 
entry  shall  be  such  that  the  subsequent 
movement  of  the  cattle  can  be  made 
without  exposure  to  fever  ticks. 
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(c)  Tttberculosis.  (1)  Each  steer  im- 
ported into  the  United  States  from 
Mexico  shall  be  identified  with  a  dis- 
tinct, permanent,  and  legible  "M"  , 
mark  applied  with  a  freeze  brand,  hot 
iron,  or  other  method  prior  to  arrival 
at  a  port  of  entry,  unless  the  steer  is 
imported  for  slaughter  in  accordance 
with  §98.429.  Bach  spajred  heifer'  im- 
ported into  the  United  States  from* 
Mexico  shall  l)e  identified  with  a  dis- 
tinct, permanent,  and  legible  "M»" 
mark  applied  with  a  fireese  brand,  hot 
iron,  or  other  method  prior  to  arrival 
at  a  port  of  entry,  unless  the  spayed 
heifer  is  imported  for  slaughter  in  ac- 
cordance with  (98.429.  The  '^M**  or 
"Mx"  mark  shall  be  not  less  than  2 
inches  nor  more  than  3  inches  high, 
and  shall  be  applied  to  each  animal's 
right  hip,  high  on  the  tailhead  (over 
the  junction  of  the  sacral  and  first  coc- 
cygeal vertebrae). 

(2)  Cattle  from  a  herd  or  herds  in 
which  one  or  more  reactors  to  the  tu- 
berculin test  have  been  disclosed  Shall 
not  be  eligible  for  importation  until 
the  herd  to  which  the  animals  in  the 
lot  belong  achieve  accredited  herd  sta- 
tus as  defined  in  §93.400.  and  provided 
that  the  animals  offered  for  entry  have 
met  the  other  applicable  requirements 
of  this  section. 

(3)  All  sexually  intact  cattle  accom- 
panied by  the  certificate  required  by 
§  93.405(,a)  will  be  detained  at  the  port  of 
entry  under  the  supervision  of  the  port 
veterinarian  until  tested  for  tuber- 
culosis with  negative  results:  Provided, 
That  if  any  reactor  is  disclosed  in  any 
lot  when  so  tested  at  the  port  of  eoDtry, 
the  entire  lot  will  be  refused  entry  and 
the  entire  lot  or  any  portion  of  it  will 
not  be  eligible  for  importation  until 
the  herd  to  which  the  animals  in  the 
lot  belong  achieve  accredited  herd  sta- 
tus as  defined  in  §93.400.  and  provided 
that  the  animals  offered  for  entry  have 
met  the  other  applicable  requirements 
of  this  section. 

(4)  The  importation  of  Holstein  steers 
and  Holstein  spayed  heifers  from  Mex- 
ico is  prohibited. 

(d)  Brucellosis.  All  cattle  offered  for 
importation  into  the  United  States 
from  Mexico  shall  be  individually  iden- 
tified with  a  numbered,  blue  metal 
eartag  issued  by  the  Mexican  Ministry 
of  Agriculture  and  Water  Resources 
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(SABH);  and  except  in  the  case  of 
steers,  shall  be  elisrible  for  entry  into 
the  United  States  only  if,  in  addition 
to  complying  with  other  applicable 
pnviaUmB  of  this  part,  they: 

(1)  Are  accompanied  by  a  certificate 
issued  in  accordance  with  §  93.405(a) 
stating: 

(1)  That  such  cattle  originated  in  a 

herd  in  which  all  cattle  (except  calves 
under  b  months  of  a^^e  and  steers)  were 
tested  for  brucellosis  not  less  than  30 
days  nor  more  than  90  days  prior  to  the 
date  of  certification  and  were  found  to 
be  negative; 

(li)  The  date  and  place  such  herd  was 
tested;  and 

(iii)  That  the  cattle  in  the  herd  have 
been  isolated  from  all  other  cattle 
from  the  time  the  herd  was  tested  neg- 
ative for  brucellosis  to  the  date  of  the 
offer  of  the  cattle  for  entry  into  the 
United  States:  and 

(2)  Except  for  calves  under  6  months 
of  age,  are  subjected  to  an  additional 
test  for  brucellosis  at  the  port  of  entry 
and  found  negative  to  such  test:  Pro- 
vided, That  if  any  reactor  is  disclosed 
in  any  lot  when  so  tested  at  the  port  of 
entry,  the  entire  lot  shall  be  refused 
entry  and  the  entire  lot  or  any  portion 
thereof  may  not  be  reoffered  for  entry 
until  retested  and  recertified  in  accord- 
ance with  paragraiAis  (d)(1)  and  (2)  of 
this  section  or  any  cattle  found  to  be 
negative  to  such  test  and  any  calves 
under  6  months  of  age  in  such  lot  may 
enter  if  consigned  and  moved  under 
U.S.  Department  of  Agriculture  seal 
and  without  diversion  to  reco^mized 
slaughtering  establishment  as  defined 
in  178.1  of  this  chapter  for  immediate 
slaughter,  or  if  consierned  and  moved 
under  U.S.  Department  of  Agriculture 
seal  and  without  diversion  to  a  quar- 
antined feedlot,  as  defined  in  f78.1  of 
this  chapter  and  thereafter  handled  in 
accordance  with  the  provisions  of 
§78.12  of  this  chapter:  Provided,  further, 
That  if  any  suspect  but  no  reactor  is 
disclosed  in  any  lot  when  so  tested  at 
the  port  of  entry,  any  cattle  found  to 
be  negative  to  such  test  and  any  calves 
under  6  months  of  age  in  such  lot  may 
enter  without  further  restriction  under 
t  hi^  paragraph  (d):  And  provided  further. 
That   any   cattle    other   than  cattle 

which  are  classified  as  a  reactor  or  sus- 
pect to  a  test  for  brucellosis  may  enter 


the  United  States  fl-om  Mexico  without 
the  certificate  or  any  test  otherwise  re- 
quired by  this  paragraph,  if  they  are 
individually  iidentifled  with  a  num- 
bered, blue  metal  eartag  issued  by  the 
Mexican  Ministry  of  Agriculture  and 
Water  Resources  (SARH)  and  are  con- 
signed and  moved  to  a  slaughtering  es- 
tablishment for  immediate  slaughter, 
or  to  a  quarantined  feedlot.  in  accord- 
ance with  the  first  proviso  in  this  para- 
graph and  otherwise  comply  with  the 
apidicable  provisions  of  this  part. 

[55  FR  31495.  Aug.  2,  1990.  as  amended  at  57 
FR  2010.  Jan.  17.  1992:  57  FR  28080.  28081,  .Tune 
24,  1992;  58  FR  68509.  Dec.  28, 1993;  59  FR  24886, 
May  13,  1994;  59  FR  65897,  Dec.  22.  1994;  99  PR 
13898.  Mar.  15.  1995:  61  FR  17239.  Apr.  19,  1996. 
Redesignated  and  amended  at  62  FR  56012. 
56019.  Oct.  28.  1997;  68  PR  64366.  Dec.  5.  1997: 
66  PR  20190.  Apr.  29.  2001] 

§98.428  Sheep  and  goats  and  wild 
ruminants  from  Mexico. 

(a)  Sheep  and  goats  intended  for  im- 
portation from  Meicico  shall  be  accom- 
panied by  a  dertiflcate  issued  in  ac- 
cordance wlthi  S 93.405  and  stating,  if 
such  sheep  and  goats  are  shiiqped  by 
rail  or  truck,  that  such  animals  were 
loaded  into  cleaned  and  disinfected 
cars  or  larucks  for  transportation  direct 
to  the  port  of  entry.  Notwithstanding 
such  certificate,  such  sheep  and  goats 
shall  be  detained  as  provided  in 
{93.^(a)  and  shall  be  dipped  at  least 
once  in  a  permitted  scabies  dip  under 
supervision  of  an  Inspector. 

(b)  The  certificate  accompanying 
ffoats  offered  for  importation  from 
Mexico  shall,  in  addition  to  the  state- 
ments required  by  paragraph  (a)  of  this 
section,  state  that  such  goats  have 
been  tested  for  tuberculosis  and  brucel- 
losis with  negative  results  within  30 
days  preceding  their  being  offered  for 
entry,  and  givd  the  date  and  method  of 
testing,  the  nancM  of  the  consignor  and 
of  the  consifirnee.  and  a  description  of 
the  animals  including  breed,  ages, 
markingrs,  and  tattoo  and  eartag  num- 
bers. Notwithstanding  such  certifi- 
cation, such  goats  shall  be  detained  or 
quarantined  as  provided  in  §93.427  and 
retested  for  brucellosis. 

<'c)  Tf  f^heep  or  groats  are  unaccom- 
panied by  the  certificate  as  required  by 
paragraphs  (a)  and  (b>  of  this  section, 
or  if  they  are  found  upon  Inspection  or 
retesting,  as  pifovided  for  In  this  part. 
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to  be  aCfected  with  a  communicable 
disease  or  to  have  been  exposed  there- 
to, they  shall  be  refused  entry  and 
shall  be  handled  thereafter  in  accord- 
aaoe  with  the  provisions  of  sectloii  8  of 
the  Act  of  Augrust  30,  1890  (26  Stat  416; 
21  U.S.C.  103).  or  quarantined,  or  other- 
wise disposed  of  as  the  Administrator 
may  direct. 

(d)  Certificates  will  not  be  required 
for  wild  ruminants,  other  than  sheep 
and  goats,  orlginatin^r  in  and  shipped 
direct  from  Mexico,  but  such  animal  b 
are  subject  to  inspection  at  the  port  of 
entry  as  provided  in  §  93.426. 

(Approved  by  the  Office  of  Manag^ement  and 
Budget  under  control  number  0579-0040) 

[55  FR  3149.5.  AuR.  2.  1990.  as  amended  at  56 
FR  367.  Jan.  4.  1991;  57  FR  28081.  June  24,  1992; 
91  FR  17239.  Apr.  19.  1996.  Redesignated  and 
amended  at  62  FR  66012. 56019.  Oct.  28. 1997] 

§98.428  Rmniiiaiite    fbr  Immediate 
■iangbter. 

Ruminants,  other  than  sheep  and 
goats,  may  he  imported  from  Mexico, 
subject  to  the  applicable  provisions  of 
§§93.424.  93.425.  93.426,  and  93.427(b)(2) 
for  immediate  slaughter  if  accom- 
panied by  a  certificate  is.sued  in  ac- 
cordance with  §  93.405(a)  and  stating 
that  the  veterinarian  who  issued  the 
certificate  has  inspected  the  animals  in 
the  herd  from  which  the  ruminants  will 
be  imported  and  found  them  free  of  evi- 
dence of  communicable  disease,  and 
that,  so  far  as  it  has  been  possible  to 
determine,  they  have  not  been  exposed 
to  any  such  disease  common  to  animals 
of  their  kind  during  the  preceding  60 
days,  and  if  the  ruminants  are  shipped 
by  rail  or  truck,  the  certificate  shall 
further  specify  that  the  ruminants 
were  loaded  into  cleaned  and  dis- 
infected cars  or  trucks  for  transpor- 
tation directly  to  the  port  of  entry. 
Such  ruminants  shall  be  moved  from 
the  port  of  entry  in  conveyances  sealed 
with  seals  of  the  United  States  Govern- 
ment. Sheep  and  goats  from  any  part  of 
Mexico  may  be  imported  only  in  com- 
pliance with  other  applicable  sections 
in  this  part. 

[55  FR  31495,  Aug.  2.  1990,  as  amended  at  57 
FR  28081,  Jtme  24,  1992;  61  FR  172%,  Apr.  19, 

1996.  Redesi»:nated  and  amended  at  62  PR 
56012.  56019.  Oct.  28, 1997] 


|8&4a(MMU81  [Beeenred] 

§93.432   Cattle  from  the  Republic  of 
Ireland. 

(a)  All  cattle  to  be  imported  from  the 
Republic  of  Ireland  shall  be  aocom- 
panied  by  a  certificate  issued  or  en- 
dorsed by  a  salaried  veterinarian  of  the 
Republic  of  Ireland  showing  that  the 
cattle  originated  from  a  herd  whl<^  is 
officially  certified  by  the  Republic  of 
Ireland  as  a  brucellosis  qualified  for  ex- 
port herd  and  that  the  cattle  meet  the 
requirements  in  f 98.482(c). 

(b)  A  brucellosis  qualified  for  export 
herd  Is  a  herd  in  which  all  of  the  cattle 
have  been  maintained  as  a  herd  unit 
for  at  least  two  years  prior  to  importa- 
tion and  all  of  the  test  eligible  cattle 
in  the  herd  (i.e..  cattle  over  6  months 
of  age.  except  steers  and  spayed  heif- 
ers) have  been  tested  annually  for  bru- 
oelloeis  and  found  negative  in  accord- 
ance with  Republic  of  Ireland  require- 
ments for  at  least  two  years  prior  to 
importation.  The  most  recent  negative 
herd  test  must  have  been  conducted 
within  12  months  of  the  date  of  impor- 
tation. In  addition: 

(1)  Such  herd  unit  may  include  Oftttle 
which  were  bom  and  raised  within  such 
herd  unit  during  the  two  year  period, 
or  cattle  which  were  moved  directly  to 
the  herd  from  another  herd  unit  of  like 
status;  or 

(2)  Such  herd  unit  may  include  other 
cattle  (except  brucellosis  reactors,  sus- 
pects and  animals  listed  in 
§98.482(0(1))  if: 

(i)  Such  other  cattle  have  been  tested 
for  brucellosis  and  found  negative 
within  30  days  prior  to  entry  into  the 
herd  unit  and  all  eligible  cattle  in  the 
herd  unit  have  been  tested  for  brucel- 
losis and  found  negative  not  less  than 
90  days  following  the  date  when  the 
last  of  the  other  cattle  had  been  added 
to  the  herd  unit:  or 

(ii)  All  eligible  cattle  in  the  herd  imit 
have  been  tested  negative  for  brucel- 
losis no  less  than  180  days  nor  more 
than  12  months  (365  days)  following  the 
date  when  the  last  of  the  other  cattle 
had  been  added  to  the  herd  unit. 

(c)  The  certificate  accompanying  cat- 
tle offered  for  importation  from  the 
Republic  of  Ireland  shall  show  that  the 
cattle  are  trom  a  brucellosis  qualified 
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for  export  herd  and  that  they  meet  the 
following  requirements: 

(1)  The  cattle  to  be  exported  were  not 
bom  to  or  nursed  by  brucellosis  reac- 
tors and  they  were  not  born  in  a  herd 
at  the  time  the  herd  was  under  quar- 
antine due  to  brucella  infection. 

(2)  TTie  cattle  were  placed  In  an  isola- 
tion facility  approved  by  a  lull-time, 
salaried,  Government  of  Ireland  veteri- 
nary Official,  on  sepeurate  inremiBes  a 
minimum  of  500  yards  from  other  live- 
stock not  destined  for  export  to  the 
United  States  for  at  least  60  days  prior 
to  export. 

(3)  The  cattle  were  negative  to  the 
following-  tests  conducted  not  less  than 
60  nor  more  than  120  (iays  from  the  date 
of  export  and  a  second  set  of  tests  con- 
ducted within  SO  days  of  the  date  of  ex- 
port; 

(i)  Plate  or  Tube  agg-lutinatlon  test 
conducted  in  dilutions  to  detect  reac- 
tions at  30,  00,  120,  and  240  Inter* 
national  Units  per  milliliter  (lU/ml); 

(ii)  Brucellosis  card  test  (Rose  Ben- 
gal test): 

(iii)  Complement  Fixation  (CF)  test 
conducted  in  dilutions  to  detect 
prozone  reactions,  when  present. 

(4)  Cattle  aro  eliirible  for  entry  only 
if  classified  as  negative  at  30  lU  to  the 
Plate  or  Tube  agglutination  test,  nega- 
tive to  the  brucellosis  card  test  and 
negative  to  the  CF  test  as  performed 
and  interpreted  by  standard  methods 
at  the  Republic  of  Ireland  Brucellosis 
Diagnostic  Laboratory.  Any  animal  ex- 
hibit! ne  a  prozone  serolotrical  reaction 
is  ineligible  for  export  to  the  United 
States. 

(5)  Cattle  showing  a  serological  titer 

more  than  60  lU  to  the  Plate  or  Tube 
agglutination  test,  or  a  reaction  to  the 
Brucellosis  card  test  (Rose  Bengal)  or 
CF  test  that  would  be  interpreted  to  be 
an  infected  animal  (reactor)  under  the 
Republic  of  Ireland  brucellosis  control 
program.  Animals  from  that  herd  of  or- 
igin and  all  other  cattle  having  the  op- 
portunity for  contact  with  the  reactor 
animal  shall  not  be  eligible  for  export 
to  the  United  States.  Brucellosis  bac- 
teriologioally  positive  animals,  if 
known,  regardless  of  serologic  reac- 
tions, are  not  eligible  for  Importation 
nor  are  any  animals  in  contact  with 
such  animals. 


(6)  The  cattle  were  moved  directly  to 
the  port  of  e:^rt  flrom  the  isolation 

facility  without  contact  with  any  other 
cattle  which  are  not  qualified  for  ex- 
port to  the  United  States. 

(d)  The  certificate  accompanying  the 
cattle  offered  for  importation  must 
also  show  the  dates  and  places  of  test- 
ing, names  of  the  consignor  and  con- 
signee, and  descriptions  of  the  cattle, 
including  breed,  ages,  markings,  and 
tattoo  and  eartag  numbers. 

[55  FR  31495.  Aag.  2.  1990.  Redesignated  and 
amended  at  82  FR  56012, 56019,  Oct.  28, 1997] 

§99.433  [Reserved! 

§93.434  Standards  for  approval  of  pri- 
vately operated  quarantine  facili- 
ties for  sheep  or  goats,  and  han- 
dling procedures  for  the  importa- 
tion of  sheep  or  goats. 

(a)  Cooperative  agreemenL  No  facility 
shall  operate  as  a  privately  operated 
quarantine  facility  for  sheep  or  goats 

unless  it  is  operated  in  accordance  with 
a  cooperative  agreement  executed  by 
the  operator  or  other  designated  rep- 
resentative of  the  facility  and  by  the 
Administrator,  and  unless  such  cooper- 
ative agreement  includes  all  the  re- 
quirements of  this  section  and  includes 
a  requirement  that  the  cost  of  the  fa- 
cility and  all  costs  associated  with  the 
maintenance  and  operation  of  the  facil- 
ity shall  be  borne  by  the  operator  in 
accordance  with  the  provisions  of 
$93,412  of  this  part. 

(b)  Approval  nf  facilities.  To  qualify 
for  designation  as  an  approved  pri- 
vately operated  quarantine  facility 
and  to  retain  Such  approval,  the  fetcil- 
ity  and  its  maintenance  and  operation 
must  meet  the  minimum  requirements 
of  this  section.  Approval  of  any  quar- 
antine facility  shall  he  contingent 
upon  a  determination  hy  the  Adminis^ 
trator  that  adequate  personnel  are 
available  to  provide  services  required 
by  the  facility  if  approved.  The  cost  of 
the  facility  and  all  costs  associated 
with  the  maintenance  and  operation  of 


1^  Information  aa  to  the  identity  of  such  fa- 
cilities may  be  obtained  firom  the  Adminis- 
trator. Animal  and  Plant  Health  Inspection 
Service,  U.S.  Depaitment  of  Agriculture, 
Washington,  DC  20250. 
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the  facility  shall  he  borne  by  the  oper- 
ator in  accordance  with  the  provisions 
of  §93.412  of  this  part. 

(1)  Supervision  of  the  facility.  The  fa^ 
cility  shall  be  maintained  under  the  sa- 
pervision  of  an  APHIS  veterinarian. 

(2)  Physical  plant  requirements.  The  fa- 
cility shall  comply  with  the  following 
requirements: 

(i)  Location.  The  quarantine  f^ility 
shall: 

(A)  Be  located  at  one  of  the  ports 

listed  in  §  93.403(g)  of  this  part: 

(B)  Be  located  within  the  immediate 
area  of  the  port  of  entry  to  minimize 
the  possibility  of  introduction  and  dis- 
semination of  diseases  by  the  imported 
sheep  or  croats  while  in  transit  from 
the  point  of  entry  to  the  quarantine  fa- 
cility; and 

(C)  Be  located  at  least  one-half  mile 
ftom  any  livestock. 

(li)  Construction.  The  quarantine  fa- 
cility building  shall: 

(A)  Be  constructed  so  that  the  sur- 
faces of  the  floors  and  the  surfaces  of 
that  part  of  the  walls  with  which  the 
sheep  or  goats,  their  excrement,  or  dis- 
charges have  contact  are  constructed 
of  materials  that  are  substantially  im- 
pervious to  moisture  and  that  can 
withstand  continued  cleaning  and  dis- 
infection; 

(B)  Be  constructed  so  that  the  ceiling 
and  that  part  of  the  walls  with  which 
the  sheep  or  goats,  their  excrement,  or 
discharges  do  not  have  contact  can 
withstand  cleaning  and  disinfection  be- 
tween shipments; 

(C)  Be  constructed  with  each 
entry  way  equipped  with  a  series  of  two 
solid  floors,  and  with  other  openings 
covered  with  screening  16  mesh  or 
finer,  unless  the  Administrator  specifi- 
cally approves  other  types  of  doors  and 
openings  as  adequate  to  prevent  the 
entry  of  insects; 

(D)  Be  constructed  so  that  different 
lots  of  sheep  or  goats  in  the  facility  at 
the  same  time  are  separated  by  phys- 
ical barriers  in  such  a  manner  that 
sheep  or  goats  in  a  given  lot  do  not 
have  physical  contact  with  sheep  or 
goats  in  another  lot,  or  with  their  ex- 
crement, or  discharges  (for  the  pur- 
poses of  this  section  a  "lot"  shall  mean 
a  group  of  sheep  or  goats  that  have 
been  held  on  a  premises  with  oppor- 
tunity for  commingling  (physical  con- 


tact with  other  sheep  or  goats  in  the 

group  or  with  their  excrement  or  dis- 
charges) at  any  time  since  30  days  prior 
to  export  to  the  United  States); 
(B)  Have  a  ventilation  capacity  snUI- 

cient  to  control  moisture  and  odor  at 
levels  that  are  not  injurious  to  the 
health  of  the  sheep  or  goats  in  quar- 
antine; 

(F)  Have  a  separate,  controlled, 
forced  air  \<'ntilation  system  for  each 
lot  of  sheep  or  goats  that  is  housed  in 
the  facility  if  the  facility  is  approved 
to  handle  more  than  one  lot  of  sheep  or 
goats  at  a  time; 

(G)  Have  a  separate  feed  storage  area, 
if  feed  is  stored  in  the  facility; 

(H)  Have  office  space  for  record- 
keeping available  for  use  by  APHIS 
personnel: 

(T)  Have  a  necropsy  area  with  facili- 
ties adequate  for  specimen  prepai^ation 
and  equipped  with  a  refrigerator-firees- 
er  for  storing  specimens  for  laboratory 
examination: 

(J)  Have  a  separate  area  for  washing 
clothes  and  equipment  used  in  the  fBr 
oiUty; 

(K)  Have  a  shower  at  the  entranrp  to 
the  sheep-  or  goat-holding  area  and  the 
necropsy  area  and  a  clothes  storage 
and  change  area  at  each  end  of  the 
shower  area;  and 

(L)  Have  a  storage  area  for  equip- 
ment necessary  for  quarantine  oper- 
ations. 

(ill)  Sanitation  and  security.  Arrange- 
ments shall  exist  for: 

(A)  Equipment  and  supplies  nec- 
essary to  maintain  the  facility  In  a 
clean  and  sanitary  condition,  including 
insect  and  pest  control  equipment  and 

supplies: 

(B)  Separately  maintained  equipment 
and  supplies  for  each  lot  of  aii1mw.1w; 

(C)  A  supply  of  potable  water  ade- 
quate to  meet  all  watering  and  clean- 
ing needs; 

(D)  Power  cleaning  and  disinfecting 
equipment  with  adequate  capacity  to 
disinfect  the  facility  and  equipment; 

(E)  Sufficient  stocks  of  a  disinfectant 
authorized  in  §71.10  of  this  chapter; 

(F)  Disposal  of  wastes  by  burial,  in- 
cineration or  in  a  public  sewer  system 
in  compliance  with  all  applicable  envi- 
ronmental quality  control  standards; 
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(G)  Upon  the  death  or  destruction  of 
any  sheep  or  goat,  disposal  of  the  car- 
cass, in  conformance  with  all  applica- 
ble environmental  quality  control 
standards,  by  incineration,  by  burial, 
or  by  storing  the  sheep  or  goat  car- 
casses in  the  facility  in  a  freezer  at  a 
temperature  below  20  degrees  Fahr- 
enheit and  upon  release  of  the  lot  of 
sheep  or  goats  fix>m  the  facility,  dis- 
posing of  any  carcasses  by  finding  and 
then  heatine-  them  for  at  least  one  hour 
at  a  tempei  ature  of  not  less  than  265 
degrees  FaiireuheiL; 

(H)  Oontrol  of  surface  drainage  into 
or  from  the  fiicility  in  a  manner  ade- 
quate to  prevent  any  significant  risk  of 
livestock  diseases  being  spread  into  or 
f^om  the  facility; 

(I)  Protective  clothing  and  footwear 
adequate  in  quantity  to  ensure  that 
workers  at  the  facility  have  clean 
clothing  and  footwear  at  the  start  of 
each  worlcdagr  and  at  any  time  such  ar^ 
tides  become  soiled  or  contaminated; 

(J)  A  receptacle  for  soiled  and  con- 
taminated clothing  in  the  clothes 
change  area  located  nearest  the  en- 
trance to  the  sheep-  or  goat-holding 
area; 

(K)  A  security  system  which  prevents 
persons  not  authorized  entry  to  the  fa- 
cility and  animals  outside  the  facility 
from  having  contact  with  sheep  or 
goats  in  quarantine.  Such  a  system 
shall  include  a  dally  log  to  record  the 
entry  and  exit  of  all  persons  entering 
the  facility;  and 

(L)  Feed  and  bedding  for  sheep  or 
goats  in  quarantine  must  originate  in 
an  area  not  under  quarantine  because 
of  cattle  fever  ticks  (see  part  72  of  this 
chapter)  and  must  be  stored  in  the  fa^ 
cility  In  a  manner  which  adequately 
protects  these  supplies  against  infesta- 
tion by  vermin  and  against  spoilage. 

(8)  Operating  procedures.  To  retain 
designation  as  an  approved  quarantine 
facility,  the  following  procedures  shall 
be  observed  at  the  facility  at  all  times: 

(i)  Personnel.  Access  to  the  facility 
shall  be  granted  only  to  persons  work- 
ing at  the  facility  or  to  persons  specifi- 
cally granted  such  access  by  the 
Ai^HIS  veterinarian. 

(A)  All  personnel  granted  access  to 
the  sheep-  or  goat-holding  area  shall: 


(1)  Wear  clean  protective  clothing 
and  footwear  upon  entering  the  sheep- 

or  goat-holding  area; 

(2)  Change  protective  clothing  and 
footwear  wheb  they  become  soiled  or 
contaminated; 

f.?^  Shower  when  entering  and  leaving 
the  sheep-  or  goat-holding  area; 

i4)  Shower  when  leaving  the  necropsy 
area  after  conducting  a  necropsy;  and 

(5)  Be  prohibited  from  having  contact 
with  any  sheep  other  than  the  lot  of 
sheep  or  goats  to  which  the  person  Is 
assigned  and  be  prohibited  fTom  having 
contact  with  ruminants  or  swine  out- 
side the  quarantine  facility. 

(B)  The  operator  of  the  facility  shall 
handle  soiled  and  contaminated  cloth- 
ing worn  within  the  quarantine  facility 
in  a  manner  approved  by  the  APHIS 
veterinarian  as  adequate  to  preclude 
transmission  of  any  animal  disease 
agent  from  the  facility. 

(ii)  Any  other  person  who  enters  the 
sheep-  or  goat-holdiug  area,  in  addition 
to  those  persons  granted  access  in 
paragraph  (b)(3)(i)  of  this  section,  shall 
be  prohibited  from  having  contact  with 
other  lots  of  sheep  or  goats  within  the 
facility  and  With  ruminants  and  swine 
outside  the  facility  for  a  period  of  time 
determined  by  the  supervising  veteri- 
narian as  necessary  to  prevent  a  risk  of 
spreading  communicable  livestock  dis- 
eases. 

(lii)  Any  vehicle  entering  the  quar- 
antine facility  building  to  deliver  feed 
shall  be  cleaned  and  disinfected  under 
the  supervision  f)f  an  inspector  with  a 
disinfectant  authorized  in  §71.10  of  the 
regulations  immediately  before  enter- 
ing and  before  leaving  the  feusility. 

(iv)  Handling  of  the  sheep  or  goats  in 
quarantine.  The  sheep  or  goats  in  the 
quarantine  facility  shall  be  handled  in 
compliance  with  the  following  require- 
ments: 

(A)  Each  lot  of  sheep  or  goats  to  be 
quarantined  shall  be  placed  in  the  fa- 
cility on  an  "all-in,  all-out"  basis.  No 
sheep  or  goat  shall  be  taken  out  of  the 
lot  while  it  is  in  quarantine  except  for 
diagnostic  pui^poses  and  no  sheep  shall 
be  added  to  a  lot  while  the  lot  is  in 
quarantine.  ! 

(B)  The  portion  of  the  quarantine  fa- 
cility from  which  a  lot  of  sheep  or 
goats  has  beeiji  released  shall  be  thor- 
oughly cleaned  and  disinfected  under 
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supervision  of  an  inspector  with  a  dis- 
infectant authorized  in  §71.10  of  this 
chapter,  before  a  new  lot  is  placed  In 
that  portion  of  the  facility. 

(V)  Records.  It  shall  be  the  responsi- 
bility of  the  supervisory  veterinarian 
to  maintain  a  current  daily  log  for 
each  lot  of  sheep  or  goats,  recording 
such  information  as  the  individual 
identification  of  the  sheep  or  goats, 
source  or  origin  of  the  sheep  or  goats 
in  the  lot»  total  number  of  sheep  or 
goats  in  the  lot  when  imported,  num- 
ber of  dead  or  injured  sheep  or  eroats 
when  the  lot  arrived,  the  dale  the  lot 
was  placed  into  the  fiu^ility,  the  ?en- 
eral  condition  of  the  sheep  or  sroats 
each  day.  record  of  any  medication  ad- 
ministered to  the  sheep  or  goats,  num- 
ber of  deaths  each  day  in  the  lot  during 
the  quarantine  period,  necropsy  re- 
sults, laboratory  findings  on  sheep  or 
goats  that  died  during  the  quarantine 
period,  date  of  prescribed  tests  and  re- 
sults. Department  import  permit  num- 
bers of  each  lot,  the  date  the  lot  was 
removed  from  the  facility,  and  any 
other  observations  pertinent  to  the 
general  health  of  the  sheep  or  goats  in 
the  lot.  The  operator  of  the  facility 
shall  hold  the  log  for  12  months  fol- 
lowing the  date  of  release  of  the  sheep 
or  goats  from  quarantine  and  shall 
make  it  available  to  APHIfci  personnel 
upon  request. 

(4)  Environmental  requirements.  It 
shall  be  the  re-sponsibility  of  the  oper- 
ator of  the  facility  to  provide  a  certifi- 
cation executed  by  an  appropriate  gov- 
ernment official  Indicating  compliance 
with  the  applicable  laws  for  environ- 
mental protection. 

(5)  AddUional  requiretnents.  Additional 
requirements  as  to  location,  security, 
physical  plant  and  facilities,  sanita- 
tion, and  other  items  may  be  imposed 
by  the  Administrator  in  each  specific 
case  in  order  to  assure  that  the  quar- 
antine of  the  sheep  or  groats  in  such  fa- 
cility will  be  adequate  to  enable  deter- 
mination of  their  health  status,  pre- 
vent spread  of  disease  among  sheep  or 
Croats  in  quarantine,  and  prevent  es- 
cape of  animal  disease  agents  from  the 
fetcility. 

(c)  Request  for  approval.  Requests  for 
approval  of  a  privately  operated  quar- 
antine facility  shall  be  made  by  writ- 
ing to  the  Animal  and  Plant  Health  In- 


spection  Service.  Veterinary  Services, 
National  Center  for  Import-Export, 
4700  River  Road  Unit  88.  Riveidale, 
Maryland  20737-1231.  The  request 
should  include  the  full  name  and  mail- 
ing address  of  the  applicant  and  the  lo- 
cation and  street  address  of  the  facility 
for  which  approval  is  sought.  Requests 
for  approval  and  plans  for  proposed  fa- 
cilities shall  be  submitted  no  less  than 
90  days  before  the  proposed  date  of 
entry  of  the  first  lot  of  sheep  or  goats 
into  the  quarantine  facility. 

(d)  Withdrawal  or  denial  of  approval. 
CD  Approval  of  any  facility  may  be  re- 
vised and  approval  of  any  approfved 
quarantine  facility  may  be  withdrawn 
at  any  time  by  the  Administrator,  for 
any  of  the  reasons  provided  in  para- 
graph <dX2)  of  this  section.  Before  mush 
action  is  taken,  the  operator  of  the  fa- 
cility will  be  informed  of  the  reasons 
for  the  proposed  action.  If  there  is  a 
conflict  as  to  any  material  fact,  the  op- 
eratni-.  upon  request,  shall  be  afforded 
an  opportunity  for  a  hearing  with  re- 
spect to  the  merits  or  validity  ol  such 
action,  in  accordance  with  rules  of 
practice  which  shall  be  adopted  for  the 
proceeding:.  Howev^er.  such  withdrawal 
shall  become  effective  pending  final  de- 
termination in  the  proceeding  when 
the  Administrator  determines  that 
such  action  is  necessary  to  protect  the 
public  health,  interest,  or  safety.  Such 
withdrawal  shall  be  effective  upon  oral 
or  written  notification,  whichever  is 
earlier,  to  the  operator  of  the  facility. 
In  the  event  of  oral  notification,  writ- 
ten confirmation  shall  be  given  to  the 
operator  of  the  facility  as  promptly  as 
circumstances  allow.  This  withdrawal 
shall  continue  in  effect  pending  the 
completion  of  the  proceeding  and  any 
judicial  review,  unless  otherwise  or- 
dered by  the  Administrator.  In  addi- 
tion to  withdrawal  or  denial  of  ap- 
proval when  the  requirements  for  ap- 
proval are  not  complied  with,  approval 
will  be  automatically  withdrawn  by 
the  Administrator  when  the  operator 
of  any  approved  facility  notifies  the 
Area  Veterinarian  in  Charge  for  the 
State  in  which  the  facility  is  located, 
in  writing,  that  the  f^illty  is  no 
longer  in  operation.'* 


i0The  name  and  address  of  the  Veteri- 
narian in  Charge  of  any  State  are  available 
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(2)  Except  as  pfrovlded  In  paragraph 
(d)(4)  of  this  aeotion,  the  approval  of  a 
privately  operated  quarantine  facility 
for  sheep  or  goats  may  be  denied  or 
withdrawn  if: 

(i)  Any  requirement  of  this  section  is 
not  complied  with:  or 

(ii)  The  operator  or  a  person  respon- 
sibly connected  with  the  business  of 
the  quarantine  facility  is  or  has  been 
convicted  of  any  crime  under  any  law 
regarding  the  importation  or  quar- 
antine of  any  animal  or  bii  d;  or 

(iii)  The  operator  or  a  person  respon- 
sibly connected  with  the  business  of 
the  quarantine  facility  is  or  has  been 
convicted  of  any  crime  involving  fraud, 
bribery,  or  extortion  or  any  other 
crime  involving:  a  lack  of  Integrity 
needed  for  the  conduct  of  operations  af- 
fecting the  importation  of  animals;  or 

(iv)  The  approved  quarantine  facility 
has  not  been  used  to  quarantine  aheep 
or  goats  for  a  period  of  one  year. 

(3)  For  the  purposes  of  this  section,  a 
person  shall  be  deemed  to  be  respon- 
sibly connected  with  the  business  of 
the  quarantine  facility  if  such  person 
has  an  ownership,  mortgage,  or  lease 
interest  in  the  facility's  physical  plant, 
or  if  such  person  is  a  partner,  officer, 
director,  holder  or  owner  of  10  percent 
or  more  of  its  voting  stoclt,  or  an  em- 
ployee In  a  managerial  or  executive  ca- 
pacity. 

(4)  The  denial  or  withdrawal  referred 
to  in  paragraph  (d)(2)  of  this  section 
shall  not  be  solely  based  upon  the  con- 
victions of  those  persons  responsibly 
connected  with  an  approved  privately 
operated  quarantine  facility  for  sheep 
or  goats  if,  after  issuance  of  a  com- 
plaint and  upon  receipt  of  notification 
from  the  Administrator  of  the  denial  or 
withdrawal,  the  operator  of  the  ap- 
proved quarantine  facility  enters  into  a 
consent  agreement  with  the  Adminis- 
trator, in  which  it  is  asrrperl  that  the 
responsibly  connected  person  identified 
in  the  notification  shall  not  ever  be  as- 
sociated with  the  apiffoved  quarantine 
facility  and  the  operator  complies  with 
the  provisions  of  the  agreement.  Viola- 
tion of  the  consent  agreement  shall 


from  the  Animal  and  Plant  Health  Inspec- 
tion Service.  Voteiinary  Servaces.  National 
Center  for  Lniport-Export,  4700  River  Road 
Unit  as.  Rlverdale,  Maryland  20737-1231. 


constitute  independent  grounds  for 
withdrawal  of  approval  of  an  approved 
quarantine  facility. 

[55  FR  31495.  Aup.  2.  1990.  as  amenderl  at  59 
FR  67615.  Dec.  30.  1994;  60  FR  13888.  Mar.  15. 
1995:  61  FR  17239.  Apr.  19,  1996.  RodfiSlgiiated 
and  amended  at  62  FR  56012,  66019.  Oct.  28, 

1997J 

§93.436  Sheep  and  goats. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section,  all  sheep  and  goats 
imported  into  the  United  States  must 
be  placed  in  a  flock  or  herd  in  the 
United  States  that  participates  in  the 
Voluntary  Scrapie  Flock  Certification 
Program  (see.  9  CFR  part  54,  subpart  B) 
and: 

(1)  The  flock  or  herd  qualifies  as  a 
''Certified*'  flock  or  herd;  or 

(2)  The  flock  or  herd  owner  has 
agreed,  in  writing,  to  maintain  the 
flock  or  herd  in  compliance  with  all  re- 
quirements Of  the  Voluntary  Scrapie 
Flock  Certification  Program  until  the 
flock  or  herd  qualifies  as  a  "Certified" 
flock  or  herd. 

(b)  The  foUowlnfir  sheep  and  goats  are 
not  subject  tb  paragraph  (a)  of  this  sec- 
tion: 

(1)  Goats  intended  for  importation 
from  Australia,  Canada,  or  New  Zea- 
land; 

(2)  Goats  intended  for  importation 
from  any  region  other  than  Australia, 
Canada,  or  New  Zealand,  provided  that 
such  goats  have  not  had  any  contact 
with  sheep  during  the  5  years  imme- 
diately prior  to  shipment,  in  accord- 
ance with  §93.405(bx2Kii); 

(8)  Sheep  ihtended  for  importation 
from  Australia,  Canada,  or  New  Zea- 
land, provided  that  none  of  the  female 
sheep  in  the  flock  from  which  the  sheep 
will  be  imporlied  has  been  impregnated, 
during  the  5  years  immediately  pre- 
ceding shipment  of  the  sheep  to  the 
United  states,  with  germ  plasm  from  a 
region  other  than  Australia,  Canada, 
New  Zealand,  or  the  United  States,  in 
accordance  with  §a3.405(c)(3); 

(4)  Wethers; 

(5)  Sheep  or  goats  imported  for  im- 
mediate slaogbter;  and 

(6)  Wild  sheep  or  goats  imported  for 
exhibition  purposes  to  an  approved  zoo- 
logical park  in  accordance  with 
f98.40Kc). 
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fri  Sheep  or  goats  may  be  imported 
under  paragraph  (a)  of  this  section  only 
if  the  importer  provides  the  Voluntary 
Scrapie  Flock  Certification  Program 
identification  number  of  the  receiving 
flock  or  herd  as  part  of  the  application 
tor  an  import  permit. 

(d)  Sheep  and  groats  may  be  Imported 
under  paragraph  (a)(1)  of  this  section 
only  if  they  come  from  a  flock  or  herd 
in  the  region  of  origin  that  participates 
in  a  program  determined  by  the  Ad- 
ministrator to  be  equivalent  to  the 
Voluntary  Scrapie  Flock  Certification 
Program,  and  the  flock  or  herd  has 
been  determined  by  the  Administrator 
to  be  at  a  level  equivalent  to  "Cer- 
tified" in  the  Voluntary  Scrapie  Flock 
Certification  Program. 

(e)  Sheep  and  goats  may  be  Imported 
under  paragraph  (a)(2)  of  this  section 
only  if  they  are  placed  in  a  Certifiable 
Class  C  flock  or  herd  participating  in 
the  Voluntary  Scrapie  Flock  Certifl- 
oation  Program;  except,  that  if  the 
shpep  and  ^^oats  come  from  a  flock  or 
herd  in  the  region  of  origin  that  par- 
ticipates in  a  program  determined  by 
the  Administrator  to  be  equivalent  to 
the  Voluntary  Scrapie  Flock  Certifi- 
cation Program,  then  the  sheep  and 
goats  may  be  placed  in  a  herd  or  flock 
in  the  United  States  which  would  be 
classified  at  a  level  equivalent  to  or 
lower  (i.e.,  at  a  greater  risk)  than  the 
certification  level,  as  determined  by 
the  Administrat  or,  of  the  flock  or  herd 
from  which  the  sheep  or  goats  are  to  be 
imported. 

(f)  Sheep  and  goats  imported  under 
paragraph  (a)(2)  of  this  section  must  be 
monitored  for  scrapie  disease  until  the 
flock  or  herd  qualifies  as  a  "Certified" 
flock  or  herd. 

(g)  Except  for  Imported  sheep  and 
goats  placed  in  Certifiable  Class  C 
flocks  or  herds,  the  certificate  accom- 
panying sheep  or  goats  imported  under 
paragraph  (a)  of  this  section  must  con- 
tain the  following  statement:  "The  ani- 
mals identified  on  this  certificate  have 
been  monitored  by  a  salaried  veteri- 
nary officer  of  [name  of  country  of  ori- 
gin], for  [n  umber  n  f  nwnths].  in  the  same 
source  ilock  or  herd  which  had  been  de- 
termined by  the  Administrator, 
APHIS,  prior  to  the  exportation  of 


these  animals  to  the  United  States,  to 
be  equivalent  to  [certificatinn  level]  of 
the  Voluntary  Scrapie  Flock  Certifi- 
cation Program  authorized  under  9 
CFR  part  54.  subpart  B." 

(1)  The  Administrator  will  determine, 
based  upon  information  supplied  by  the 
importer,  whether  the  flock  or  herd 
from  which  the  animals  are  to  be  im- 
ported participates  in  a  program  in  the 
country  of  origin  that  is  equivalent  to 
the  Voluntary  Scrapie  Flock  Certifi- 
cation Program,  and  if  so,  at  what 
level  the  source  flock  or  herd  should  be 
classified. 

(2)  In  order  for  the  Administrator  to 
make  a  determination,  the  importer 
must  supply  the  following  information 
with  the  application  for  an  import  per- 
mit no  less  than  1  month  prior  to  the 
anticipated  date  of  importation: 

(i)  The  name,  title,  and  address  of  a 
knowledgeable  official  in  the  veteri- 
nary services  of  the  region  of  origin; 

(ii)  The  details  of  .scrapie  control  pro- 
grams in  the  region  of  origin,  including 
information  on  disease  surveillance 
and  border  control  activities  and  the 
leng^th  of  time  such  activities  have 
been  in  effect: 

(iii)  Any  available  information  con- 
cerning additions,  within  the  5  years 
immediately  preceding  shipment  to  the 
United  States,  to  the  flock  or  herd 
from  which  the  sheep  and  goats  will  be 
imported; 

(iv)  Any  available  data  concerning 
disease  incidence,  within  the  5  years 
immediately  preceding  shipjnent  to  the 
United  States,  in  the  flock  or  herd 
from  which  the  sheep  or  goats  are  to  be 
imported,  including,  but  not  limited  to, 
the  results  of  diagnostic  tests,  espe- 
cially histopathology  tests,  conducted 
on  any  animals  in  the  flock  or  herd; 

(v)  Information  concerning  the 
health,  within  the  5  years  immediately 
preceding  shipment  to  the  United 
States,  of  other  ruminants,  llocks,  and 
herds  with  which  the  imported  sheep 
and  goats,  and  with  which  animals  In 
the  sheep  or  goats'  flock  or  herd  might 
have  had  physical  contact,  and  a  de- 
scription of  the  type  and  frequency  of 
such  phsrsical  contact;  and 
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(vi)  Any  other  information  requested 
by  the  Administrator  in  spec  i lie  cases 
as  needed  to  make  a  determination. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0579-0040  and 
087&4101) 

[61  FR  17240.  Api'.  19.  1996.  Redesitrnated  and 
amended  at  62  FB  56012. 56019.  Oct.  28. 1997] 

Subpart  E— Swine 

§9SJHM>  Definitions. 

Wherever  In  this  subpart  the  fol- 
lowing terms  are  used,  unless  the  con- 
text otherwise  requires,  they  shall  be 
constmed,  respectlTely,  to  mean: 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  the  provisions  of 
part  161  of  this  title  to  perform  func- 
tions specified  in  parts  1,  2.  3,  and  11  of 
subchapter  A.  and  subchapters  B«  C, 
and  D  of  this  chapter,  and  to  perform 
functions  required  by  cooperative 
state-federal  disease  control  and  eradi- 
cation progrrams. 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion fciervice  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service,  United  States  Depart- 
ment of  Agriculture,  to  whom  author- 
ity has  been  or  may  be  delegated  to  act 
in  the  Administrator's  stead. 

AnJ^ma^  and  PUint  Health  Inspection 
Service.  Tlic  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

Animals.  Cattle,  sheep,  goats,  other 

ruminants,  swine,  horses,  asses,  mules, 
zebras,  dogs,  and  poultry. 

APHIS  representative.  A  veterinarian 
or  other  individual  employed  by  the 
Animal  and  Plant  Health  Inspection 
Service.  United  .States  Department  of 
Agriculture,  who  is  authorized  to  per- 
form the  services  required  by  this  part. 

Communicable  disease.  Any  con- 
tagious, infectious,  or  communicable 
disease  of  domestic  livestock,  ];>oultry 
or  other  animals. 

Department.  The  United  States  De- 
partment of  Agriculture  (USDA). 

Immediate  slaughter.  Consignment  di- 
rectly from  the  port  of  entry  to  a  rec- 


ognized slaughteriner  establishment^ 
and  slaughter  thereat  within  two 
weekaftom  the  date  of  entry. 

Inspector.  An  employee  of  the  Animal 
and  Plant  Health  Inspection  Service 
authorized  to  perform  duties  required 
under  this  subpart. 

Port  veterinarian.  A  veterinarian  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  to  perform  duties 
required  under  this  part  at  a  port  of 
entry. 

Recognized  slaughtering  establishment. ' 

An  establishment  where  slaughtering 
operations  are  regularly  carried  on 
under  federal  or  state  inspection  and 
which  has  been  approved  by  the  Animal 

and  Plant  Health  Inspection  Service  to 
receive  animals  for  slaughter  under 
this  part. 

Region.  Aiiy  defined  geographic  land 

area  identifiable  by  geological,  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish. Province.  State,  etc.): 

(3)  Parts  of  several  national  entities 
combined  into  an  area;  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 

Ruminants.  All  animals  which  chew 
the  cud,  such  as  cattle,  buffaloes, 
sheep,  goats,  deer,  antelopes,  camels, 
llamas  and  giraffes 

Swine.  The  domestic  hog  and  all  vari- 
eties of  wild  hogs. 

United  States.  All  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia. Guam.  Northern  Mariana  Islands, 
Puerto  Rico,  the  Virgin  islands  of  the 
United  States,  and  all  other  Territories 
and  Possessions  of  the  United  States. 

Veterinary  Sen-ices.  The  Veterinary 
Services  imit  of  the  Department. 

Zoological  park.  A  professionally  oper- 
ated zoo,  pai^k,  garden  or  other  place, 


'The  name  of  recognized  slaughtering-  es- 
tablishments approved  under  this  part  may 
be  obtained  ftom  the  Area  Veterinarian  in 
Charge,  Veterinary  Services,  for  the  State  of 
destination  of  the  shipment. 

^The  name  of  recognized  slaughtering  es- 
tablishments approved  under  this  part  may 
be  obtained  from  the  Area  Veterinarian  in 
Char§re.  Veterinary  Services,  for  the  State  of 
destination  of  the  shipment. 
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maintained  under  the  constant  surveil- 
lance of  a  Doctor  of  Veterinary  Medi- 
cine, for  the  exhibition  of  live  animals, 
pigeons  or  birds,  for  the  parpose  of  pub- 
lic recreation  or  education. 

[55  FR  31495.  Aug.  2.  1990.  Redesitinated  and 
amended  at  62  FR  56012,  56020.  Oct.  28. 1997J 

%9SJB01  General  prohiMtione;  excep- 
tions. 

(a)  No  awine  or  product  subject  to  the 
provisions  of  this  part  shall  be  brought 
into  the  United  States  except  in  ac- 
cordance with  the  regulations  In  this 
part  and  part  94  of  this  subchapter:^ 
nor  shall  any  such  swine  or  product  be 
handled  or  moved  after  physical  entry 
into  the  United  States  before  final  re- 
lease from  quarantine  or  any  other 
form  of  governmental  detention  except 
in  compliance  with  snoh  regulations; 
Provided.  That,  except  as  prohibited  by 
section  306  of  the  Act  of  June  17,  1930, 
as  amended  (19  U.S. C.  1306),  the  Admin- 
istrator may  upon  request  in  specific 
cases  permit  swine  or  products  to  be 
brought  into  or  through  the  United 
States  under  such  conditions  as  he  or 
she  may  prescribe,  when  he  or  she  de- 
termlne.s  jn  the  specific  case  that  such 
action  will  not  endanger  the  livestock 
or  poultry  of  the  United  States. 

(b)  Except  for  swine  prohibited  entry 
by  section  306  of  the  Act  of  June  17. 
1930,  as  amended  (19  U.S.C.  1306),  the 
provisions  in  this  part  98  relating  to 
swine  shall  not  apply  to  healthy  swine 
in  transit  throug-h  the  United  States  if 
they  are  not  known  to  be  infected  with 
or  exposed,  within  60  days  preceding 
the  date  of  export  from  the  region  of 
ori^:in.  to  communicable  diseases  of 
such  swine,  if  an  import  permit  '  has 
been  obtained  under  §93.504  of  this 
Chapter  and  all  conditions  therein  are 
observed;  and  if  such  swine  are  handled 
as  follows: 

(IKi)  They  are  maintained  under  con- 
tinuous confinement  in  transit  through 


*  Importations  of  certain  animals  from  var- 
ious countries  are  absolutely  prohibited 

under  part  94  because  of  specified  diseases. 

*Such  permit  may  be  obtained  from  the 
Animal  and  Plant  Health  Inspection  Servioe, 
Veterinary  Services.  National  Center  for  Im- 
port-Export, 4700  River  Road  Unit  38.  River- 
dale,  Maryland  20737-1231.  Requests  for  ap- 
proval of  such  facilities  should  also  be  made 
to  the  Administrator. 


the  United  States  aboard  an  aircraft, 
ocean  vessel,  or  other  means  of  convey- 
ance; or 

(11)  They  are  unloaded,  in  the  course 

of  such  transit,  into  a  swine  holding  tAr 

cility  which  is  provided  by  the  carrier 
or  its  agent  and  has  been  approved''  in 
advance  by  the  Administrator  in  ac- 
cordance with  paragraph  (dK3)  of  tSds 

section  as  adequate  to  prevent  the 
spread  within  the  United  States  of  any 
livestock  or  poultry  disease,  and  they 

are  maintained  there  under  continuous 

confinement  until  loaded  aboard  a 
means  of  conveyance  for  transpor- 
tation from  the  United  States  and  are 
maintained  under  continuous  confine- 
ment aboard  such  means  of  conveyance 
until  it  leaves  the  United  States;  the 
import  permit  will  specify  any  addi- 
tional conditions  necessary  to  assure 
that  the  transit  of  the  swine  through 
the  United  States  can  be  made  without 
endangering  the  livestock  or  poultry  of 
the  United  States,  and  that  Depart- 
ment inspectors  may  inspect  the  swine 
on  board  such  means  of  conveyance  or 
in  such  holding  facility  as  provided  in 
section  5  of  the  Act  of  July  3,  1982  (21 

U.S.C.  134d)  to  ascertain  whothoi-  the 
requirements  of  this  paragraph  are 
met,  and  dispose  of  them  in  accordance 
with  section  2  of  the  Act  of  July  2, 1962 
(21  use  134a)  if  such  conditions  are 
not  met;  and 

(2)  The  carrier  or  its  agent  executes 
and  furnishes  to  the  collector  of  Cus- 
toms at  th.  first  port  of  arrival  a  dec- 
laration 8taiintr  that  the  swine  will  be 
retained  aboard  such  means  of  convey- 
ance or  in  an  apin'oved  holding  facility 
during  transshipment  as  required  by 
this  paragraph. 

(3)  Provisions  for  the  approval  of  fa- 
cilities required  in  this  paragraph  are: 

(I)  They  must  be  sufficiently  Isolated 
to  prevent  direct  or  indirect  contact 
with  all  other  animals  and  birds  while 
in  the  United  States. 

(II)  They  must  be  so  constructed  that 
they  provide  adequate  protection 
against  environmental  conditions  and 
can  be  adequately  cleaned,  washed  and 
disinfected. 

(iii)  They  must  provide  for  disposal  of 
swine    carcasses,    manure,  bedding. 


s  See  footnote  4  to  subpart  E. 
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waste  aad  any  related  sMppiiig  mate- 
rials in  a  manner  that  will  prevent  dis- 
semination of  disease. 

(iv)  They  must  have  provisions  for 
adeqoate  souroeB  of  feed  and  water  and 
for  attendants  for  the  care  and  feedingr 
of  swine  in  the  facility. 

(v)  They  must  comply  with  addi- 
tioxial  requirements  as  may  be  imposed 
by  the  Administrator  if  dernit  !]  appli- 
cable for  a  particular  shipment. 

(vi)  They  must  also  comply  with  all 
applicable  local.  State  and  Federal  re- 
quirements for  environmental  quality 
and  with  the  provisions  of  the  Animal 
Welfare  Regulations  in  chapter  I  of  this 
title,  as  applicable. 

[55  FR  31495.  Aug.  2.  1990.  as  amended  at  59 
PR  67615.  Dec.  30,  1994.  Redesignated  and 
amended  at  62  FR  56012, 56020,  Oct.  28.  mi} 

§98.502  Inspection  of  certain  aircraft 

and  other  means  of  conveyance  and 
shipping  containers   thereon;  un- 

requirements* 

(a)  Inspection:  All  aircraft  and  other 
means  of  conveyance  (including  ship- 
ping containers  thereon)  movingr  into 
the  United  States  from  any  foreign  re- 
grion  are  subject  to  inspection  without 
a  warrant  by  properly  identified  and 
designated  inspectors  to  determine 
whether  they  are  canylng  any  animal, 
carcass,  product  or  article  regulated  or 
subject  to  disposal  under  any  law  or 
regulation  administered  by  the  Sec- 
retary of  Agriculture  for  prevention  of 
the  introduction  or  dissemination  of 
any  communicable  animal  disease  (21 
U.S.C.  134d). 

(b)  Unloading  requirements:  Whenever 
in  the  course  of  any  such  inspection  at 
any  port  in  the  United  States  the  in- 
spector has  reason  to  believe  that  the 
means  of  conveyance  or  container  is 
contaminated  with  material  of  animal 
(including  poultry)  origin,  such  as.  but 
not  limited  to,  meat,  organs,  glands, 
extracts,  secretions,  fat,  bones,  blood, 
lymph,  urine,  or  manure,  so  as  to 
present  a  danger  of  the  spread  of  any 
communicable  animsd  disease,  the  in- 
spector mi^  require  the  unloading  of 
the  means  of  conveyance  and  the 
emptying  of  the  container  if  he  or  she 
deems  it  necessary  to  enable  him  or 
her  to  detennine  whether  the  means  of 
convesrance  or  container  is  in  fact  so 


contaminated.  The  principal  operator 

of  the  means  of  conveyance  and  his  or 
her  agent  in  charge  of  the  means  of 
conveyance  shall  comply  with  any  such 
requirement  under  the  immediate  su- 
pervision of.  and  in  the  time  and  man- 
ner prescribed  by.  the  inspector. 

(c)  Cleaning  and  disinfection:  When- 
ever, upon  inspection  under  this  sec- 
tion, an  inspector  determines  that  a 
means  of  conveyance  or  shippingr  con- 
tainer is  contaminated  with  material 
of  animal  origin  so  as  to  present  a  dan- 
ger of  the  spread  of  any  communicable 
animal  disease,  he  or  she  shall  notify 
the  principal  operator  of  the  means  of 
conveyance  or  his  or  her  agent  in 
charge,  of  such  determination  and  the 
requirements  under  this  section.  The 
person  so  notified  shall  cause  the 
cleaning  and  disinfection  of  such 
means  of  conveyance  and  container 
under  the  immediate  .supervision  of, 
and  in  the  time  and  manner  prescribed 
by,  the  inspector. 

(d)  For  purposes  of  this  section,  the 
term  ^'shipping  container"  means  any 
container  of  a  type  specially  adapted 
for  use  in  transporting  any  article  on 
the  means  of  conveyance  involved. 

[55  FR  31496,  Aug.  2,  1990.  Redesignated  and 
amended  at  62  FR  56012. 56020,  Oct.  28, 1997] 

§93,503   Ports  designated  for  the  im- 
poHjitioin  of  swine* 

(a)  Air  and  ocean  ports.  The  following 
ports  have  APHIS  inspection  and  quar- 
antine facilities  necessary  for  quar- 
antine stations  and  all  swine  shall  be 
entered  into  the  United  States  through 
these  stations,  except  as  provided  in 
paragraphs  (b).  (c),  (d),  (e),  and  (fi  of 
this  section:  Los  Angeles,  California; 
Miami,  Florida;  and  Newburgh,  New 
York. 

(b)  Canadian  border  ports.  The  fol- 
lowing land  border  ports  are  designated 
as  having  the  necessary  inspection  fa- 
cilities for  the  entry  of  swine  firom 
Canada:  Eastport.  Idaho:  Houlton  and 
Jackman,  Maine;  Detroit,  Port  Huron, 
and  Sault  Ste.  Marie,  Michigan; 
Baudette,  Minnesota;  Opheim,  Ray- 
mond, and  Sweetgrass,  Montana;  Alex- 
andria Bay,  Buffalo,  and  Champlain, 
New  York;  Dunseith,  Pembina,  and 
Portal,  North  Dakota;  Derby  Line  and 
Highgate  Springs,  Vermont;  Blaine. 
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Lynden,  Orovllle,  and  Somas,  Wash- 
ington. 

(c)  Mexican  border  ports.  The  fol- 
lowing land  border  ports  are  designated 
as  having  the  necessary  Inspection  fa^ 
cilities  for  the  entry  of  swine  from 
Mexico:  Brownsville.  Hidalgo.  Laiedo. 
Eagle  Pass,  Del  Rio,  Presidio,  and  El 
Paso,  Texas:  Douflrlas.  Naoo,  Nogales. 
Sasabe,  and  San  Luis.  Arizona; 
Calexico  and  San  Ysldro.  California: 
and  Antelope  Wells,  and  Columbus, 
New  Mexico. 

(d)  Special  ports.  Charlotte  Amalie, 
St.  Thomas,  and  Christiansted.  St. 
Croix,  in  the  United  States  Virgin  Is- 
lands, are  hereby  designated  as  quar- 
antine stations  for  the  entry  of  swine 
flrom  the  British  Virgin  Islands  into 
the  United  States  Virgin  Islands  for 
immediate  slaughter. 

(e)  UnUted  ports.  The  following  ports 
are  designated  as  having  inspection  fa- 
cilities for  the  entry  of  swine  and  swine 
products  such  as  swine  test  specimens 
which  do  not  appear  to  require  re- 
straint and  holding  Inspection  facili- 
ties: Anchorage  and  Fairbanks.  Alaska; 
San  Diego,  California:  Jacksonville,  St. 
Petersbnrg-Clearwater,  and  Tampa, 
Florida;  Atlanta.  Georgia;  Honolulu, 
Hawaii:  Chicago.  Illinois;  New  Orleans. 
Louisiana;  Portland,  Maine;  Baltimore, 
Maryland:  Boston,  Massachusetts:  Min- 
neapolis, Minnesota:  Great  Falls,  Mon- 
tana: Portland,  Oregon;  San  Juan, 
Puerto  Rico:  Memphis,  Tennessee  (no 
live  animals);  Galveston  and  Houston, 
Texas;  and  Seattle,  Spokane,  and  Ta- 
coma.  Washington. 

(f)  Designation  of  other  ports.  The  Sec- 
retary of  the  Treasury  has  approved 
the  designation  as  quarantine  stations 
of  the  ports  specified  in  this  section.  In 
special  cases  other  ports  may  be  des- 
ignated as  quarantine  stations  under 
this  section  by  the  Administrator,  with 
the  concurrence  of  the  Secretary  of  the 
Treasury. 

[5.^  FR  31495.  Augr.  2.  1990.  a.s  amended  at  58 
FR  382B3,  July  16,  1993;  60  FR  16045.  Mai'.  29. 
1996:  00  PR  25120.  May  11.  1905.  Redesignated 
at  62  FR  ,56012.  Oc  t.  28.  1997.  as  amended  at  64 
FR  23179,  Apr.  30.  1999;  66  FR  38178.  June  20, 
2000] 

BFFEcmvE  Date  Note:  At  67  PR  68022.  Nov. 

H.  2002.  §93..'>03(bi  was  amended  by  removing: 
Uie  words  "Blaine.  Lynden,  "  and  by  remov- 


ing- the  comma  immediately  after  the  word 
"Oroville    effective  Jan.  7, 2003. 

$93,504  Import  permits  for  swine  and 
for  swine  specimens  for  diagnostic 
purposes;  aiid  reservation  nm  for 
space  at  quarantiiie  ftwilities  main- 
tained by  APHIS. 

(a)  Application  for  permit;  reservation 
required.  (1)  For  swine  and  swine  test 
Specimens  for  diagnostic  screening  pur- 
poses. Intended  for  Importation  from 
any  part  of  the  world,  except  as  other- 
wise provided  for  in  §{98.616  and  98.500, 
the  importer  shall  first  apply  for  and 
obtain  from  APHTS  an  import  permit. 
The  application  shall  specify  the  name 
and  address  of  the  importer;  the  spe- 
cies, breed,  number  or  quantity  of 
swine  or  .swine  test  specimens  to  be  im- 
ported; the  purpose  of  the  importation; 
Individnal  swine  identification  whlcli 
includes  a  desoiiption  of  the  swine, 
name,  age,  markings,  if  any,  registra- 
tion number,  if  any,  and  tattoo  or 
eartag;  the  region  of  origin;  the  name 
and  address  of  the  exporter;  the  port  of 
embarkation  in  the  foreign  region:  the 
mode  of  transportation,  route  of  travel, 
and  the  port  of  entry  In  the  United 

States:  the  proposed  date  of  arrival  of 
the  swine  or  swine  test  specimens  to  be 
imported;  and  tlie  name  of  the  person 
to  whom  the  swine  or  swine  test  speci- 
mens will  be  delivered  and  the  location 
of  the  place  in  the  United  States  to 
which  delivery  will  be  made  from  the 
port  of  entry.  Additional  information 
may  be  required  in  the  form  of  certifi- 
cates concerning'  specific  diseases  to 
which  the  swine  are  susceptible,  as  well 
as  vaccinations  or  other  precautionary 
treatments  to  which  the  swine  or  swine 
test  specimens  have  been  subjected. 
Notice  of  any  such  requirements  will 
he  given  to  the  applicant  in  each  case. 

(2)  An  application  for  permit  to  im- 
port will  be  denied  for  domestic  swine 
fiom  any  region  where  it  has  been  de- 
clared, under  section  306  of  the  Act  of 
June  17.  1030.  that  foot-and-mouth  dis- 
ease or  rinderpest  has  been  determined 
to  exist,  except  as  provided  in  §93.522. 

(3)  An  application  for  permit  to  im- 
port swine  may  also  be  denied  because 
of:  Communicable  disease  conditions  in 
the  area  or  region  of  origin,  or  in  a  re- 
gion where  the  shipment  has  been  or 
will  be  held  or  through  which  the  ship- 
ment has  been  or  will  be  transported; 
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deficiencies  in  the  regulatory  progrrams 
for  the  control  or  eradication  of  animal 
diseases  and  the  unavailability  of  vet- 
erinary services  in  the  above  men- 
tioned  regions;  the  importer*8  failure 
to  provide  satisfactory  evidence  con- 
cerning- tlie  orig-in.  history,  and  health 
status  of  the  swine;  the  lack  of  satis- 
fBtctory  information  necessary  to  deter- 
mine that  the  importation  will  not  be 
likely  to  transmit  any  communicable 
disease  to  livestock  or  poultry  of  the 
United  States;  or  any  other  cir- 
cumstances which  the  Administrat m 
believes  require  such  denial  to  prevent 
the  dissemination  of  any  commu- 
nicable disease  of  livestock  or  poultry 
into  the  United  States. 

(AXi)  The  importer  or  importer's 
agent  shall  pay  or  ensure  payment  of  a 
reservation  fee  for  each  lot  of  swine  to 
be  quarantined  in  a  facility  maintained 
by  USDA.  For  swine  the  reservation  fee 
shall  be  100  percent  of  the  cost  of  pro- 
viding care,  feed,  and  handling  during 
quarantine,  as  estimated  by  the  quar- 
antine facility's  veterinarian  in  chargre. 

Cil)  At  the  time  the  importer  or  the 
Importer's  agent  requests  a  reservaldon 
of  quarantine  space,  the  importer  or 
importer's  agent  shall  pay  the  reserva- 
tion fee  by  check  or  U.S.  money  order 
or  ensure  payment  of  the  reservation 
fee  by  an  irrevocable  letter  of  credit 
from  a  commercial  bank  (the  effective 
date  on  such  letter  of  credit  shall  run 
to  30  days  after  the  date  the  swine  are 
scheduled  to  be  released  from  quar- 
antine'): except  that  anyone  who  issues 
a  check  to  the  Department  for  a  res- 
ervation fee  which  is  returned  because 
of  Insufficient  funds  shall  be  denied 
any  further  request  for  reserv^ation  of  a 
quarantine  space  until  the  outstanding 
amount  is  paid. 

(ill)  Any  reservation  fee  paid  by 
check  or  U.S.  money  order  shall  be  ap- 
plied against  the  expenses  incurred  for 
services  received  by  the  importer  or 
importer's  agent  in  connection  with 
the  quarantine  for  which  the  reserva- 
tion was  made.  Any  part  of  the  reserva- 
tion fee  which  remains  unused  after 
being  applied  against  the  expenses  in- 
curred for  services  received  by  the  im- 
porter or  the  importer's  agent  in  con- 
nection with  the  quarantine  for  which 
the  reservation  waa  made,  shall  be  re- 
turned to  the  individual  who  paid  the 


reservation  fee.  If  the  reservation  fee  is 
ensured  by  a  letter  of  credit,  the  De- 
partment will  draw  against  the  letter 
of  credit  unless  payment  for  services 
received  by  the  importer  or  importer's 
agent  in  connection  with  the  quar- 
antine is  otherwise  made  at  least  3 
days  prior  to  the  expiration  date  of  the 
letter  of  credit. 

(iv)  Any  reservation  fee  shall  be  for- 
feited if  the  importer  or  the  importer's 
agent  fails  to  present  for  entry,  within 
24  hours  following  the  designated  time 
of  ai  i  i  val  the  lot  of  swine  for  which  the 
reservation  was  made:  Except  that  a 
reservation  fee  shall  not  be  forfeited  if: 

(A)  Written  notice  of  cancellation 
from  the  importer  or  the  importer's 
agent  is  received  by  the  office  of  the 
veterinarian  in  chaige  of  the  quar- 
antine facility*  during  regular  business 
hours  (8:00  a.m.  to  4:30  p.m.  Monday 
through  Friday,  excluding  holidays)  no 
later  than  IS  days  prior  to  the  begin- 
ning of  the  time  of  importation  as 
specified  in  the  import  permit  or  as  ar- 
ranged with  the  veterinarian  in  charge 
of  the  quarantine  facility  if  no  import 
permit  is  required  (the  15  day  period 
shall  not  include  Saturdays,  Sundays, 
or  holidays),  or 

(B)  The  Administrator  determines 
that  services^  other  than  provided  by 
carriers,  necessary  for  the  importation 
of  the  swine  within  the  requested  pe- 
riod are  unavailable  because  of  unfore- 
seen circumstances  as  determined  by 
the  Administrator,  (such  as  the  closing 
of  an  airport  due  to  inclement  weather 
or  the  unavailability  of  the  reserved 
space  due  to  the  extension  of  another 
quarantined.) 

(v)  If  the  reservation  fee  was  ensured 
by  a  letter  of  credit  and  the  fee  is  to  be 
forfeited  under  paragraph  (a)(4)(iv)  of 
this  section,  the  Department  will  draw 
against  the  letter  of  credit  unless  the 
reservation  fee  is  otherwise  paid  at 
least  3  days  prior  to  the  exidratlon 
date  of  the  letter  of  credit. 

(vi)  When  a  reservation  is  cancelled 
in     accordance     with  paragraph 


**The  addres.'^e.*;  of  USDA  quarantJue  facili- 
ties may  be  found  in  telephone  directories 
listing'  the  facilities  or  by  contacting  the 
.■\niinal  and  Plant  Health  Inspection  Service. 
Veterinaiy  Services.  National  Center  for  Ini- 
port-Bzport,  4700  Blver  Road  Unit  98,  River- 
dale,  Maryland  al07S7-1231. 
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(aK4KivKA)  of  this  section  and  the  pro- 
visions of  paragraph  (a)f4uiv)(B)  of  this 
section  do  not  apply,  a  $40.00  cancella- 
tion fee  shall  be  charged.  If  a  reserva- 
tion fee  was  paid,  the  cancellation  fee 
shall  he  deducted  from  any  reservation 
fee  returned  to  the  importer  or  the  im- 
porter's agent.  If  the  reservation  fee 
was  ensured  by  a  letter  of  credit,  the 
Department  will  draw  the  amount  of 
the  cancellation  fee  against  the  letter 
of  credit  unless  the  cancellation  fee  is 
otherwise  paid  at  least  3  days  prior  to 
the  expiration  date  of  the  letter  of 
credit. 

(b)  Permit.  When  a  permit  is  issued, 
the  original  and  two  copies  will  be  sent 

to  the  importer.  It  shall  be  the  respon- 
sibility of  the  importer  to  forward  the 
original  pei^nit  and  one  copy  to  the 
shipper  in  the  region  of  origin,  and  it 
shall  also  be  the  responsibility  of  the 
importer  to  insure  that  the  shipper 
presents  the  copy  of  the  permit  to  the 
carrier  and  makes  proper  arrangements 
for  the  original  permit  to  accompany 
the  shipment  to  the  specified  U.S.  port 
of  entry  for  presentation  to  the  col- 
lector of  customs.  Swine  and  swine  test 
specimens  for  diagnostic  screening  pur- 
poses for  swine  intended  for  importa- 
tion into  the  United  States  for  which  a 
permit  has  been  Issued,  will  be  received 
at  the  specified  port  of  entry  within 
the  time  prescribed  in  the  permit 
which  shall  not  exceed  14  days  from  the 
first  day  that  the  permit  is  effective 
for  all  permits.  Swine  and  swine  test 
specimens  for  which  a  permit  is  re- 
quired by  these  regulations  will  not  be 
eligible  for  entry  if  a  permit  has  not 
been  issued;  if  unaccompanied  by  such 
a  permit;  if  shipment  is  from  any  port 
other  tlian  the  one  designated  in  the 
permit:  if  arrival  in  the  United  States 
is  at  any  port  other  than  the  one  des- 
ignated in  the  permit:  if  the  swine  or 
swine  test  specimens  offered  for  entry 
differ  from  those  described  in  the  per- 
mit; if  the  swine  or  swine  test  speci- 
mens are  not  handled  as  outlined  in  the 
application  for  the  permit  and  as  speci- 
fied in  the  permit  issued;  or  if 
ruminants  or  swine  other  than  i  e 
covered  by  import  permits  are  aboard 
the  transporting  carrier. 

(c)  Wild  sicine  from  regions  where  foot- 
and-mouth  disease  or  rinderpest  exists. 
This  paragraph  (c)  applies  to  the  im- 
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portation  of  wild  swine  firom  countries 

designated  in  part  94  of  this  subchapter 
as  regions  in  which  foot-and-mouth  dis- 
ease or  rinderpest  exist. 

(1)  Permits  for  the  importation  of 
wild  swine  will  be  Issued  only  for  im- 
portations through  the  Port  of  New 
York,  and  only  if  the  animals  are  im- 
ported for  exhibition  in  a  PEQ  Zoo.  A 
PEQ  Zoo  is  a  zoological  park  or  other 
place  maintained  for  the  exhibition  of 
live  animals  for  recreational  or  edu- 
cational purposes  that: 

(1)  Has  been  approved  by  the  Admin- 
istrator in  accordance  with  paragraph 
Cc)(2)  of  this  section  to  receive  and 
maintain  imported  wild  swine;  and 

(ii)  Has  entered  into  the  agreement 
with  APHIS  set  forth  in  paragraph 
Cc)(4)  of  this  section  for  the  mainte- 
nance and  handling  of  Imported  wild 
swine. 

(2)  Approval  of  a  PEQ  Zoo  shall  be  on 
the  basis  of  an  inspection,  by  an  au- 
thorized representative  of  the  Depart- 
ment, of  the  physical  facilities  of  the 
establishment  and  its  methods  of  oper- 
ation. Standards  for  acceptable  phys- 
ical facilities  shall  include  satisfactory 
pens,  cages,  or  enolosores  in  which  the 
imported  swine  can  be  maintained  so 
as  not  to  be  in  contact  with  the  general 
public  and  tree  firom  contact  with  do- 
mestic livestock;  natural  or  estab- 
lished drainage  from  the  PEQ  Zoo 
which  will  avoid  contamination  of  land 
areas  where  domestic  livestock  are 
kept  or  with  which  domestic  livestock 
may  otherwise  come  in  contact;  provi- 
sion for  the  disposition  of  manure, 
other  wastes,  and  dead  swine  within 
the  PEQ  Zoo;  and  other  reasonable  Ur 
cilities  considered  necessary  to  prevent 
the  dissemination  of  diseases  from  the 
PEQ  Zoo.  The  operator  of  the  PBQ  2ioo 
shall  have  available  the  services  of  a 
full-time  or  part-time  veterinarian,  or 
a  veterinarian  on  a  retainer  basis,  who 
shall  make  periodic  examinations  of  all 
animals  maintained  at  the  PEQ  Zoo  for 
evidence  of  disease:  who  shall  make  a 
post-mortem  examination  of  each  ani- 
mal that  dies;  and  who  shall  make  a 
prompt  report  of  8iiia;>ected  cases  of 
contagious  or  communicable  diseases 
to  appropriate  state  or  federal  live- 
stock sanitary  officials. 

(3)  Manure  and  other  animal  wastes 
must  be  disposed  of  within  the  PEQ 
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Zoo  park  for  a  minimum  of  one  year 
followinsr  the  date  an  impoi'tpil  wild 
swine  enters  the  zoo.  If  an  APHIS  vet- 
erinarian determines  that  an  imported 
swine  shows  no  slfirns  of  any  commu- 
nicable disease  during  this  1-year  pe- 
riod, its  manure  and  other  wastes  need 
not  be  disposed  of  within  the  zoo  after 
the  1-year  period.  If,  however,  an 
APHIS  veterinarian  determines  that 
the  swine  does  show  signs  of  any  com- 
municable disease  during  this  1-year 
period,  an  APHIS  veterinarian  will  In- 
vestlg-ate  the  disease  and  determine 
whether  the  swine's  manure  and  other 
wastes  may  safely  be  disposed  of  out- 
side the  zoo  after  the  1-year  period  has 
ended. 

(4)  Prior  to  the  issuance  of  an  import 
permit  under  tliis  section,  the  operator 
of  the  approved  PBQ  Zoo  to  which  the 
imported  swine  are  to  be  consig^ned, 
and  the  importer  of  the  swine,  if  such 
operator  and  importer  are  different 
parties,  shall  execute  an  agreement 
covering'  each  swine  or  group  of  swine 
for  which  the  import  permit  is  re- 
quested. The  agreement  shall  be  in  the 
following  form: 

Agreement  for  the  Importation, 
quarantime  and  exhmition  of  cer- 
tain wild  ruminants  and  wild 
Swine 

   ,  operatOr(8)  of  the  zoolog-ical  park 

known  as    (.Name)  located  at 

  (City    and    state),  and 

(Importer)  hereby  request  a  PST* 

mit  for  the  importation  of  (Number 

and  kinds  of  animals)  for  exhibition  purposes 
at  the  said  zoolof^ical  park,  said  animals 
CNrlglnating  in  a  region  where  foot-and- 
month  disease  or  rinderpest  exists  and  being' 

subject  to  restrictions  under  regulations 
contained  in  part  93,  title  9,  Code  of  Federal 
Re^nlations. 

In  making  this  request,  it  is  nnderstood 
and  acrreed  that: 

1.  The  animals  for  which  an  import  permit 
is  requested  will  be  held  in  isolation  at  a 
port  of  embaikation  in  the  region  of  origin, 
approved  by  the  Administrator  as  a  port  hav- 
ing facilities  which  are  adequate  for  main- 
taining wild  animals  in  isolation  from  all 
other  animals  and  having:  veterinary  supers 
vision  by  officials  of  the  region  of  origin  of 
the  animals.  Such  animals  will  be  held  in 
such  isolation  for  not  less  than  60  days  nnder 
the  supervision  of  the  veterinary  service  of 
that  region  to  detei'mine  whether  the  ani- 
mals show  any  clinical  evidence  of  foot-and- 
month  disease,  rinderpest,  or  other  conunu- 


nicable  disease  that  is  exotic  to  the  United 
states  or  for  which  APHIS  has  an  eradi- 
cation or  control  program  in  9  CFR  chapter 
I,  and  to  assure  that  the  animals  will  not 
have  been  exposed  to  such  a  disease  within 
the  60  days  next  before  their  exportation 
trom  that  region. 

2.  Shipment  will  be  made  direct  from  such 
port  of  embarkation  to  the  port  of  New  Yorii: 
as  the  sole  port  of  entry  in  this  region.  If 
shipment  is  made  by  ocean  vessel,  the  ani- 
mals will  not  be  unloaded  in  any  foreig-n  port 
en  route.  If  shipment  is  made  by  air,  the  ani- 
mals will  not  be  unloaded  at  any  port  or 
other  place  of  liinding.  except  at  a  port  ap- 
proved by  the  Administrator  as  a  port  not  lo- 
cated in  a  region  where  rinderpest  or  foot- 
and-mouth  disease  exists  or  as  a  port  in  such 
a  region  having  facilities  and  inspection  ade- 
quate for  maintaining  wild  animals  in  isola- 
tion firom  all  other  animals. 

3.  No  ruminants  or  swine  will  be  aboard  the 
transporting  vehicle,  vessel  or  airomft.  ex- 
cept those  for  which  an  Import  permit  has 
been  issued. 

4.  The  animals  will  be  quarantined  for  not 
less  than  30  days  in  the  Department's  Ani- 
mal Import  Center  in  Newburgh.  New  York. 

5.  Upon  I'elease  fi'om  quarantine  the  ani- 
mals will  be  delivered  to  the  soological  park 
named  in  this  agreement  to  become  the  prop- 
erty of  the  park  and  they  will  not  be  sold, 
exchanged  or  removed  from  the  premises 
without  the  prior  consent  of  APHIS.  If 
moved  to  another  zoological  park  in  the 
United  States,  the  receiving  zoological  park 
most  be  approved  by  the  Administrator  in 
accordance  with  paragraph  6  of  this  agree- 
ment. 

8.  The  Administrator  will  approve  the 
movement  of  an  imported  animal  subject  to 
this  agreement  if  the  Administrator  deter- 
mines that  the  animal  has  spent  at  least  one 
year  in  quarantine  in  a  PEQ  Zoo  following 
importation  without  showing  clinical  evi- 
dence of  foot-and-mouth  disease,  rinderpest, 
or  other  communicable  disease  that  is  exotic 
to  the  United  States  or  for  which  APHIS  has 
an  eradication  Or  control  program  in  9  CFR 
chapter  I.  and  determines  that  the  receiving 
zoological  park  is  accredited  by  the  Amer- 
ican Zoo  and  Aquarium  Association  (AZA), 
or  the  receiving  zoolotrical  park  has  facilities 
and  procedures  in  place  related  to  preventing 
the  spread  of  cottmiunicable  animal  diseases 
(including  hut  not  limited  tn  prooedores  for 
animal  identification,  record  keeping,  and 
veterinary  care)  that  are  equivalent  to  t^ose 
required  for  AZA  av  <  t  fMlitation.  The  Admin- 
istrator will  approve  the  movement  of  a  car- 
cass, body  part,  or  biological  specimen  de- 
rived from  an  imported  animal  subject  to 
this  agreement  if  the  Administrator  deter- 
mines that  the  aninwl  has  spent  at  least  one 
year  in  quarantine  in  a  PBQ  Zoo  following 
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importation  without  showintr  clinical  evi- 
dence of  foot-and-loot  mouth  disease,  rinder- 
pest, or  other  communicable  disease  that  Is 
exotic  to  the  United  States  or  for  which 
APHIS  has  an  eradication  or  control  pro- 
gnm  in  9  CFR  chapter  I.  and  determines 
that  the  carcass,  body  part,  or  biolofrical 
specimen  will  be  moved  only  for  scientific 
research  or  museum  display  purposes. 


(Signature  of  importer) 

Subscribed  and  swoin  to  before  me  this 
 day  of ,  ,  


(Title  or  designation) 

(Nameof  aoologlcal  park) 

By  

(Signature  of  officer  of  zoological  park) 


(Title  of  officer) 

Subscribed  and  sworn  to  before  me  this 
 day  of  ,  


(Title  or  dcsitznation ) 

(Approved  by  the  Office  of  Manaffement  and 
Bod^pet  Qiuter  control  number  0679-0040) 

[55  FR  31485,  Avtg.  2, 1990  as  amended  at  50  PR 

28216.  June  1.  1994:  59  FR  31924.  June  21.  1994: 
59  FR  67615,  Dec.  30.  1994;  62  FR  23638.  May  1. 
1907.  Redeidgnated  and  amended  at  62  FR 
66012.  66090.  Oct.  28. 1887] 

§KUM)S  Certificate  lor  swiae. 

(a)  All  swine  offered  for  importation 
firom  any  part  of  the  world  except  as 
inx>vi(ie(i  in  §93.517  shall  be  accom- 
panied by  a  certificate  of  a  salaried 
veterinary  officer  of  the  national  gov- 
ernment of  the  region  of  origin,  or  if 
exported  from  Mexico,  shall  be  accom- 
panied either  by  such  a  certificate  or 
by  a  certificate  issued  by  a  veteri- 
narian accredited  by  the  National  Gov- 
ernment of  Mexico  and  endorsed  by  a 
ftill-time  salaried  veterinary  officer  of 
the  National  Government  of  Mexico, 
thereby  representing  that  the  veteri- 
narian issuing  the  certificate  was  au- 
thorized to  do  so.  stating-  that  such 
swine  have  been  kept  in  said  region  at 
least  60  days  immediately  proceding 
the  date  of  movement  therefrom  and 
that  said  region  dnringr  such  period  has 
been  entirely  free  from  foot-and-mouth 
disease.  rinderpest.  contagious 
pleuropneumonia,  and  surra:  Provided, 
however.  That  certificates  for  wild 
swine  for  exhibition  purposes  need 
specify  freedom  from  the  .-aid  diseases 
of  tile  district  of  origin  only:  And  pro- 


vided further,  That  in  the  case  of  swine 
the  certificate,  as  far  as  it  relates  to 
contagious  pleuiopneumonia,  may 
Specify  freedom  flrom  such  disease  of 
the  district  of  origin  only.  For  domes- 
tic swine,  the  certificate  shall  also 
show  that  the  entire  region  of  origin  is 
tree  of  hog  cholera.  African  swine 
fever,  and  swine  vesicular  disease  and 
that  for  60  days  immediately  preceding 
the  time  of  movement  from  the  prem- 
ises of  origin  no  swine  erysipelas  or 
swine  plague  has  existed  on  such  prem- 
ises or  on  adjoining  premises. 

(b)  Swine  from  Angola.  Argentina, 
Bahrain,  Bangladesh,  Benin,  Bolivia, 
Botswana,  Brazil,  Brunei,  Burkina 
Faso,  Burundi.  Cambodia.  Cameroon, 
Central  African  Republic.  China.  Co- 
lumbia. Congo,  Dominican  Republic, 
Ecuador,  Equatorial  Guinea,  French 
Ouiana,  Gabon.  Gambia,  Ghana,  Guin- 
ea. Guinea-Hi.ssau.  Guyana.  Haiti. 
India,  Indonesia,  Iraq,  Isla  de  Pascua 
(Easter  Island,  part  of  Chile),  Ivory 
Coast,  Jamaica,  Kenya,  Kuwait.  Laos, 
Lesotho,  Liberia.  Macau,  Malawi.  Ma- 
laysia. Mali.  Mauritania,  Mozambique, 
Myanmar.  Namibia,  Nigeria,  Oman,  Pa- 
cific Islands  (Falau),  Panama,  Papoa 
New  Guinea.  Paracel  Islands,  Para- 
guay, Peru,  Philippines,  Qatar,  Rwan- 
da, Saudi  Arabia,  Senegal,  Sierra 
Leone,  Singapore.  South  AMca, 
Spratly  Islands.  Sri  Lanka.  Surinam, 
Swaziland,  Taiwan,  Tanzania,  Thai- 
land, Togo.  Trinidad  and  Tobago, 
Uganda.  United  Arab  Emirates,  Uru- 
guay. Venezuela.  Vietnam.  Zaire.  Zam- 
bia. Zimbabwe,  or  any  other  region  of 
the  world  where  screw  worm  is  consid- 
ered to  exist  may  only  be  Imported 
into  the  United  States  if  they  meet  the 
following  requirements  and  all  other 
applicable  requirements  of  this  part: 

(1)  A  veterinarian  must  treat  the 
swine  with  ivermectin  3  to  5  days  prior 
to  the  date  of  export  to  the  United 
States  according  to  the  recommended 
dose  prescribed  on  the  product's  label. 

(2)  The  swine  must  be  fully  examined 
for  screwworm  by  a  full-time  salaried 
veterinary  official  of  the  exporting 
country  within  24  hours  prior  to  ship- 
ment to  the  United  States.  If  swine  are 
found  to  be  infested  with  screwworm. 
they  must  be  tieated  until  free  ftom 
infestation. 
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(3)  At  the  time  swine  are  loaded  onto 
a  means  of  conveyance  for  export,  a 
veterinarian  must  treat  any  visible 
woundB  on  the  animals  with  a  solution 
of  coumaphos  dust  at  a  concentration 
of  5  percent  active  ingredient. 

(4)  The  swine  must  be  accompanied 
to  the  United  States  by  a  certificate 
signed  by  a  full-time  salaried  veteri- 
nary official  of  the  exporting  country. 
The  certificate  must  state  that  the 
swine  have  been  thoroughly  examined 
and  found  free  of  screwworm  and  that 
the  swine  have  been  treated  in  accord- 
ance with  paragraphs  (b)(1)  and  (b)(3)  of 
this  section. 

(c)  If  swine  are  unaccompanied  by  the 
certificate  as  required  by  paragraph  ( a ) 
of  this  section,  or  if  such  swine  are 
found  upon  inspection  at  the  port  of 
entry  to  be  affected  with  a  commu- 
nicable disease  or  to  have  been  exposed 
thereto,  they  shall  be  refused  entry  and 
shall  be  handled  thereafter  in  accord- 
ance with  the  provisions  of  section  8  of 
the  Act  of  August  30.  1890  (26  Stat.  416; 
21  U.S.C.  103),  or  quarantined,  or  other- 
wise disposed  of  as  the  Administrator 
may  direct. 

(Approved  by  the  OfXice  of  Management  and 
Budget  under  oontrol  number  0579-0165) 

[55  FR  31495.  Aug.  2.  1990.  as  amenried  at  .57 
FR  28081,  June  24.  1992.  Redesignated  and 
amended  at  62  FR  56012, 56020,  Oct.  28,  1907;  65 
FR  67623.  Nov.  13.  2000;  67  FR  11565.  Mar.  15. 

2002] 

S  93.506   Declaration  and  afthar  docu- 
ments for  swine. 

(a)  The  certificates,  declarations,  and 
affidavits  required  by  the  regulations 
in  this  part  shall  be  presented  by  the 
importer  or  his  or  her  agent  to  the  col- 
lector of  custonas  at  the  port  of  entry. 
upon  arrival  of  swine  at  snch  port,  for 
the  use  of  the  veterinary  inspector  at 
the  port  of  entry. 

(b)  For  all  swine  offered  for  importa- 
tion, the  importer  or  his  or  her  ag«nt 
shall  first  present  two  copies  of  a  dec- 
laration which  shall  list  the  port  of 
entry,  the  name  and  address  of  the  im- 
porter, the  name  and  address  of  the 
broker,  the  origin  of  the  swine,  the 
number,  breed,  species,  and  purpose  of 
the  importation,  the  name  of  the  per- 
son to  whom  the  swine  will  be  deliv- 
ered, and  the  location  of  the  place  to 
which  such  delivery  will  be  made. 


§93JS07  Inspection   at   the   port  of 
eniry* 

(R)  In.spection  shall  be  made  at  the 
port  of  entry  of  all  swine  imported 
ft-om  any  part  of  the  world  except  as 
provided  in  {98.519.  All  swine  found  to 
be  free  from  communicable  disease  and 
not  to  have  been  exposed  thereto  with- 
in 60  days  prior  to  their  exportation  to 
the  United  States  shall  be  admitted 
subject  to  the  other  provisions  in  this 
part;  all  other  swine  shall  be  refused 
entry.  Swine  refused  entry,  unless  ex- 
ported within  a  time  fixed  in  each  case 
by  the  Administrator,  and  in  accord- 
ance with  other  provisions  he  or  she 
may  require  in  each  case  for  their  han- 
dling shall  be  disposed  of  as  the  Admin- 
istrator may  direct  in  accordance  ^vith 
provisions  of  section  2  of  the  Act  of 
July  2,  1962  (21  U.S.C.  134a).  or  the  pro- 
visions Of  section  8  of  the  Act  of  Au- 
gust 30.  1890  (21  U.S.C.  103).  Such  por- 
tions of  the  transporting  vessel,  and  of 
its  cargo,  which  have  been  exposed  to 
any  such  swine  or  their  emanations 
shall  be  disinfected  in  such  manner  as 
may  be  considered  necessary  by  the  in- 
spector in  charge  at  the  port  of  entry, 
to  prevent  the  introduction  or  spread 
of  livestock  or  poultry  disease,  before 
the  cargo  is  allowed  to  land. 

[55  FR  31495.  Aug.  2,  1990.  Redesig:nated  and 
amended  at  62  FR  56012.  56020.  Oct.  28, 1997] 

S98Jt08  Articles  acoompanying  swine. 

No  litter  or  manure,  fodder  or  other 
aliment,  nor  any  equipment  such  as 
boxes,  buckets,  ropes,  chains,  blankets, 
or  other  things  used  for  or  about  swine 
governed  by  the  regulations  in  this 
part,  shall  be  landed  from  any  convey- 
ance except  under  such  restrictions  as 
the  inspector  in  charge  at  the  port  of 
entry  shall  direct. 

§93.509  Movement  from  conveyances 
to  quarantine  station. 

Platforms  and  chutes  used  for  han- 
dling imported  swine  shall  be  cleaned 
and  disinfected  under  APHIS  super- 
vision after  being  so  used.  The  said 
swine  shall  not  be  unnecessarily  moved 
over  any  highways  nor  allowed  to  come 
in  contact  with  other  swine,  but  shall 
be  transferred  from  the  conveyance  to 
the  quarantine  grounds  in  boats,  cars, 
or  vehicles  approved  by  the  inspector 
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in  charge  at  the  port  of  entry.  Such 
cars,  boats,  or  vehicles  shall  be  cleaned 
and  dlstnfeoted  under  AFHIS  super- 
vision immediately  after  such  use,  by 
the  carrier  moving  the  same  The  rail- 
way cars  so  used  shall  be  either  cars  re- 
served for  tills  ezdusiye  nse  or  box  cars 
not  otherwise  employed  in  the  trans- 
portation of  swine  or  their  fresh  prod- 
ncts.  When  movement  of  the  aforesaid 
swine  upon  or  across  a  irablic  highway 
is  unavoidable,  it  shall  be  under  such 
careful  supervision  and  restrictions  as 
the  inspector  in  charge  at  the  port  of 
entry  and  the  local  authorities  may  di- 
rect. 

flKUUO  Qnanmtine  reqoircaMmts. 

Swine  shall  be  quarantined  for  not 

leas  than  15  days,  counting  from  tibe 
date  of  arrival  at  the  port  of  entry. 
During  their  quarantine,  wild  swine 
shall  be  subject  to  such  Inspections, 
disinfection,  blood  tests,  or  other  tests 
as  may  be  reqniioil  hy  tlv  Adminis- 
trator, to  determine  their  freedom 
from  disease  and  the  Infection  of  dis- 
ease. 

iWMl    Swine  quarantine  facilities. 

(a)  Privately  operated  quarantine  facili- 
ties. The  importer,  or  his  or  her  agent, 

of  swine  subject  to  quarantine  under 
the  regulations  in  this  part  shall  ar- 
range for  acceptable  transportation  to 
the  privately  operated  quarantine 
cility  and  for  the  care,  feed,  and  han- 
dling of  the  swine  from  the  time  of  un- 
loading at  the  quarantine  port  to  the 
time  of  release  from  quarantine.  Such 
arrangements  shall  be  agreed  to  In  ad- 
vance by  the  Administrator.  All  ex- 
penses resulting  therefrom  or  incident 
thereto  shall  be  the  responsibility  of 
the  importer;  APHIS  assumes  no  re- 
sponsibility with  respect  thereto.  The 
quarantine  facility  must  be  suitable  for 
the  quarantine  of  such  swine  and  must 
be  approved  hy  the  Administrator  prior 
to  the  issuance  of  any  import  permit. 
The  facilities  occupied  by  swine  should 
be  kept  clean  and  sanitary  to  the  satis- 
faction of  the  inspector  assifi-ned  to  su- 
pervise the  quarantine.  If  for  any  cause 
the  care,  feed,  or  handling  of  swine,  or 
the  sanitation  of  the  facilities.  Is  ne- 
crlected.  in  the  opinion  of  the  inspector 
assigned  to  supervise  the  quarantine, 
such  services  may  be  furnished  by 


APHIS  in  the  same  manner  as  though 
arrangements  had  been  made  for  such 
services  as  pi  ovlded  by  paragraph  (b)  of 
this  section,  and/or  the  swine  may  be 
disposed  of  as  the  Administrator,  may 
direct,  including  .sale  in  accordance 
with  the  procedure  described  in  para- 
graph (b)  of  this  section.  The  importer, 
or  his  or  her  agent,  shall  request  in 
writing  such  inspection  and  other  serv- 
ices as  may  be  required,  and  shall 
waive  all  claim  against  the  United 
States  and  APHIS  or  any  employee  of 
APHIS  for  damages  which  may  arise 
from  such  services.  The  Administrator, 
may  prescribe  reasonable  rates  for  the 
services  provided  under  this  paragrai^h. 
WTien  it  is  found  necessary  to  eiXtend 
the  usual  minimum  quarantine  period, 
the  importer,  or  his  or  her  agent,  shall 
be  so  advised  in  writing  and  shall  pay 
for  such  additional  quarantine  and 
other  services  required.  Payment  for 
all  services  received  by  the  importer, 
or  his  or  her  agent,  in  connection  with 
each  separate  lot  of  swine  shall  be 
made  by  certified  check  or  U.S.  money 
order  prior  to  release  of  the  swine.  If 
such  payment  is  not  made,  the  swine 
may  be  sold  In  accordaooe  with  the 
jwocedure  described  in  paragraph  fb)  of 
this  section,  or  otherwise  disposed  of  as 
directed  by  the  Administrator. 

(b)  Quarantine  facOtties  maintained  by 
APHIS.  The  importer,  or  his  or  her 
assent,  of  swine  subject  to  quarantine 
under  the  regulations  in  this  part  shall 
arrange  for  acceptable  transportation 
to  the  quarantine  facility,  and  for  the 
care.  feed,  and  handling  of  the  swine 
from  the  time  they  arrive  at  the  quar- 
antine facility,  and  for  the  care,  fM, 
and  handling  of  the  swine  from  tiie 
time  they  arrive  at  the  quarantine  port 
to  the  time  of  release  from  quarantine. 
Such  arrangements  shall  be  agreed  to 
in  advance  by  the  Administrator.  The 
importer  or  his  or  her  agent  shall  re- 
quest in  writing  such  inspection  and 
other  services  as  may  be  required,  and 
shall  waive  all  claim  against  the 
United  States  and  APHIS  or  any  em- 
ployee of  APHIS,  for  damages  which 
may  arise  from  such  services.  All  ex- 
penses  resulting  therefrom  or  Incident 
thereto  shall  bo  the  responsibility  of 
the  importer;  APHIS  assumes  no  re- 
sponsibility with  respect  thereto.  The 
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Administrator  may  presorlbe  reason- 
able rates  for  the  services  provided 
under  this  paragraph.  When  it  is  found 
neoeBBary  to  extend  the  usual  min- 
imum quarantine  period,  the  importer, 
or  his  or  her  ag-ent.  shall  be  so  advised 
in  writing  and  shall  pay  for  such  addi- 
tional quarantine  and  other  services 
required.  Pasrment  for  servloes  received 
by  the  importer,  or  his  or  her  agent.  In 
connection  with  each  separate  lot  of 
swine  shall  be  made  by  certified  check 
or  U.S.  money  order  prior  to  release  of 
the  swine.  If  such  payment  is  not 
made,  the  swine  may  be  sold  in  accord- 
ance with  the  procedure  described  in 
this  paragraph  or  otherwise  disposed  of 
as  directed  by  the  Administrator.  When 
payment  is  not  made  and  the  swine  are 
to  be  sold  to  recover  payment  for  serv- 
ices received,  the  Importer,  or  his  or 
her  agent,  will  be  notified  by  the  in- 
spector that  if  said  charges  are  not  im- 
mediately paid  or  satisfactory  arrange- 
ments made  for  payment,  the  swine 
will  be  sold  at  public  sale  to  pay  the 
expense  of  care,  feed,  and  handling  dur- 
ing that  period.  The  sale  will  be  held 
after  the  ezi^ation  of  the  quarantine 
period,  at  such  time  and  place  as  may 
be  designated  by  the  General  Services 
Administration  or  other  designated 
selling  agent.  The  proceeds  of  the  sale, 
after  deducting  the  (Aarges  for  care, 
feed,  and  handling  of  the  swine  and 
other  expenses,  including  the  expense 
of  the  sale,  shall  be  held  In  a  Special 
Deposit  Account  in  the  United  States 
Treasury  for  6  months  from  the  date  of 
sale.  If  not  claimed  by  the  importer,  or 
his  or  her  agent,  within  6  months  from 
the  date  of  sale,  the  amount  so  held 
shall  be  transferred  from  the  Special 
Deposit  Account  to  the  General  Fund 
Aocoimt  In  the  United  States  Tjreasnry. 

(c)  Amounts  collected  from  the  im- 
porter, or  his  or  her  agent,  for  service 
rendered  shall  be  deposited  so  as  to  be 
available  for  defraying  the  expenses  In- 
volved In  this  service. 

§  93.51^^^  ^QttMPM^  visiting 

Visitors  shall  not  be  admitted  to  the 
quarantine  enclosure  during  any  time 


that  swine  are  in  quarantine  except 
that  an  importer  (or  his  or  her  accred- 
ited agent  or  veterinarian)  may  be  ad- 
mitted to  the  yards  and  buildings  con- 
taining his  or  her  quarantined  swine  at 
such  Intervals  as  may  be  deemed  nec- 
essary, and  under  such  conditions  and 
restrictions  as  may  be  imposed,  by  the 
inspector  in  charge  of  the  quarantine 
station.  On  the  last  day  of  the  quar- 
antine period,  owners,  officers  or  reg- 
istry societies,  and  others  having  offi- 
cial business  or  whose  services  may  be 
necessary  in'  the  removal  of  the  swine 
may  be  admitted  upon  written  permis- 
sion from  the  said  Inspector.  No  exhi- 
bition or  sale  shall  be  allowed  within 
the  quarantine  grounds. 

^98.518  Milk  from  qnarantlnfwi  swine. 

Milk  or  cream  from  swine  quar- 
antined under  the  provisions  of  this 
part  shall  not  be  used  by  any  person 
other  than  those  In  charge  of  such 
swine,  nor  be  fed  to  any  animals  other 
than  those  within  the  same  enclosure, 
without  permission  of  the  inspector  in 
charge  of  the  quarantine  station  and 
subject  to  such  restrictions  as  he  or 
she  may  consider  necessaiy  to  each  in- 
stance. No  milk  or  cream  shall  be  re- 
moved from  the  quarantine  premises 
except  in  compliance  with  all  State 
and  local  regulations. 

S83U(14  Manure     from  quarantined 
twine. 

No  manure  shall  be  removed  from  the 
quarantine  premises  until  the  release 
of  the  swine  piradudng  same. 

§93.515  .^pearance  of  disease  among 
•wine  m  qnarantiiie. 

If  any  contagious  disease  appears 

among  swine  during  the  quarantine  pe- 
riod special  lirecautions  shall  be  taken 
to  prevent  spread  of  the  infection  to 
other  animals  in  the  quarantine  sta- 
tion or  to  those  outside  the  grounds. 
The  affected  swine  shall  be  disposed  of 
as  the  Administrator  may  direct,  de- 
pending upon  the  natui'e  of  the  disease. 
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§  93*S16  bn|Mirt  yiH'mit  tosA  dtwdwriitioii 
for  swine. 

(a)  For  swine  intended  for  importa- 
tion from  Canada,  the  importer  shall 
first  apply  for  and  obtain  from  APHIS 
an  import  permit  as  provided  in  §98.604: 
Provided.  That  an  import  permit  is  not 
required  for  swine  offered  for  entry  at 
a  land  border  port  designated  in 
f 98.503(b)  if  such  swine: 

(1)  Was  born  in  Canada  or  the  United 
Slalps.  and  has  been  in  no  region  other 
than  Canada  or  the  United  States,  or 

(2)  Has  been  legally  imported  into 
Cfloiada  from  some  other  region  and  on- 
conditionally  released  in  Canada  so  as 
to  be  eligible  to  move  freely  within 
that  region  withont  restriction  of  any 
kind  and  has  been  in  Canada  after  such 
release  for  60  days  or  longer. 

(b)  For  all  swine  offered  for  importa- 
tion from  Canada,  the  importer  or  his 
or  her  agent  shall  present  two  copies  of 
a  declaration  as  provided  in  §93.506. 

[5ri  FR  31195.  Auf^.  2.  1990.  Rede.sipnatpd  and 
amended  at  62  FR  56012,  56020.  Oct.  28,  1997] 

§98.017  Swine  from  Canada. 

(a)  For  purposes  other  than  immediate 
slaughter.  Swine  offered  for  importa- 
tion from  Canada  for  purposes  other 
than  immediate  slaughter  shall  be  ac- 
companied by  a  certificate  issued  or 
endorsed  by  a  salaried  veterinarian  of 
the  Canadian  Government  showing 
that  said  swine  have  been  Inspected  on 
the  premises  of  origin  immediately  be- 
fore the  date  of  movement  therefrom 
and  found  to  be  free  of  evidence  of  com- 
monicable  disease  and  that,  as  flEur  as  It 
has  been  possible  to  determine,  they 
were  not  exposed  to  any  such  disease 
during  the  preceding  60  days;  in  addi- 
tion, the  certificate  ghaM  show  that  no 
hog  cholera  or  swine  plague  has  existed 
on  the  premises  of  origin  or  on  adjoin- 
ing premises  for  such  60  days. 

(b)  For  Immediate  slaughter.  Swine  for 
immediate  slaughter  may  be  imported 
from  Canada  without  certification  as 
prescribed  in  paragraph  (a)  of  this  sec- 


7  Importations  ftrom  Canada  shall  be  sub- 
ject to  §§93.51fi  to  93.519.  inclu.sive.  in  addi- 
tion to  othei-  sections  in  this  part  which  are 
tn  tenns  applicable  to  snoh  importations. 


tion  but  shall  be  subject  to  the  provi- 
sions of  §§93.507.  93.516.  and  93.518. 

[55  FR  34185.  Aug.  2,  1990.  Re<lesl«:nated  and 
amended  at  82  FR  S6012,  56020.  Oct.  28, 1997] 

§93.518   Swine  from  Canada  for  imoM- 

diate  slaughter. 

Swine  imported  from  Canada  for  im- 
mediate slaughter  shall  be  consigned 

from  the  port  of  entry  directly  to  a  rec- 
ognized slaughtering  establishment 
and  there  be  slaughtered  within  two 
weeks  firom  the  date  of  entry.  As  nsed 

in  this  .section,  "directly"  means  with- 
out unloading  en  route  if  movpfl  in  a 
means  of  conveyance,  or  witliout  stop- 
ping if  moved  In  any  other  maimer. 

[55  FR  31495,  Aug.  2,  1990,  R8  amended  at  SB 

FF^  28216.  .June  1.  1994.  Redesigiiated  at  6S  FR 

66012.  Oct.  28.  1997] 

§mun9  Speeial  pdovlskHM. 

(a)  In-bond  shipments  from  Canada.  (1) 
Swine  from  Canada  transported  in- 
boud  through  the  United  States  for  im- 
mediate export  shall  be  inspected  at 
the  border  port  of  entry  and,  when  ac- 
companied by  an  import  permit  ob- 
tained under  §  93.504  of  this  part  and  all 

conditions  therein  are  observed,  diall 

be  allowed  entry  into  the  United  States 
and  shall  be  otherwise  handled  as  pro- 
vided in  paragraph  (b)  of  §93.501.  Swine 
not  accompanied  by  a  permit  diall 
meet  the  requirements  of  this  part  in 
the  same  manner  as  swine  destined  for 
importation  into  the  United  States,  ex- 
cept that  the  Administrator  may  per- 
mit their  Inspection  at  some  other 
point  when  he  or  she  finds  that  such 
action  will  not  increase  the  risk  that 
communicable  diseases  of  livestock 
and  poultry  will  be  disseminated  to  the 
livestock  or  poultry  of  the  United 
States. 

(2)  In'tranatt  shipments  through  Can- 
ada. Swine  originating  in  the  United 
States  and  transported  directly 
through  Canada  may  re-enter  the 
United  States  without  Canadian  health 
or  test  certificates  when  aooompanled 
by  copies  of  the  United  States  export 
health  certificates  properly  issued  and 
endorsed  in  accordance  with  regular 
tions  in  part  91  of  this  chapter:  Pro- 
vided. That,  to  qualify  for  entry,  the 
date,  time,  port  of  entry,  and  signature 
of  the  Canadian  Port  Veterinarian  that 


4$8 


uiyiiized  by  Google 


Animal  and  Plant  Health  inspection  Service,  USDA 


§93.600 


inspected  the  awlne  for  entry  into  Can- 
ada shall  be  recorded  on  the  United 
States  health  certificate,  or  a  paper 
containing  the  information  shall  be  at- 
tached to  the  certificate  that  accom- 
pnnios  fho  swine.  In  all  cases  it  shall  be 
determined  by  the  veterinary  inspector 
at  the  United  States  port  of  entry  that 
the  swine  are  the  identical  swine  cov- 
ered by  said  certificate. 

(b)  Exhibition  swine.  Swine  fi'om  the 
United  States  which  have  been  exhib- 
ited at  the  Royal  Agricultural  Winter 
Fair  at  Toronto  or  other  publicly  rec- 
ognized expositions  in  Canada,  includ- 
ing racing,  rodeo,  circus,  or  stage  exhi- 
bitions in  Canada,  and  have  not  been  in 
that  region  for  more  than  90  days  are 
eligible  for  return  to  the  United  States 
without  Canadian  health  or  test  cer- 
tificates, if  they  are  accompanied  by 
copies  of  the  United  States  health  cer- 
tificate, issued  and  endorsed  in  accord- 
ance with  the  export  regulations  con- 
tained in  Part  91  of  this  chapter  for 
entry  into  Canada:  Pmridcd.  That  all 
swine  offered  for  re-entry  upon  exam- 
ination by  the  veterinary  inspector  at 
the  U.S.  port  of  entry,  are  found  by  the 
inspector  to  be  free  of  communicable 
diseases  and  exposure  thereto  and  are 
determined  to  be  the  identical  swine 
covered  by  said  certificates  or  are  the 
natural  increase  of  such  swine  born 
after  official  test  dates  certified  on  the 
dam's  health  certificate. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0020) 

[56  PR  31495,  Ang.  2,  1990.  as  amended  at  69 

FR  67133.  Doc.  29.  1994.  R'nlesiKnated  and 
amended  at  62  FR  56012.  56020.  Oct.  28. 1997J 

Central  America  and  West  Indies  » 

198.520  hnport  permit  and  declaratiosi 
for  swine* 

Fnr  all  swine  offered  for  importation 
from  countries  of  Central  America  or 
of  the  West  Indies,  the  importer  or  his 
or  her  agent  shall  present  two  copies  of 
a  declaration  as  provided  in  §93.606. 

[55  FR  34195.  Aug.  2.  1990.  Rp(ipsiy:nated  and 
amended  at  62  FR  56012,  56020,  Oct.  28, 1997J 


*DnportationB  from  regions  of  Central 
America  and  the  West  Indies  shall  be  subject 
to  H  98.520  to  93.522  inclusive,  in  addition  to 
other  seotiouB  in  this  part,  whiidi  are  In 
terms  i4v>lloable  to  such  Importattone. 


Mexico  » 

§  93.521    Declaration  for  swine. 

For  all  swine  offered  for  importation 
from  Mexico,  the  importer  or  his  or  her 

agent  shall  present  two  copies  of  adec* 
laration  as  provided  in  §93.506. 

[55  FR  31195.  Aug-.  2,  1990.  Rpdesisrnated  and 
anieuded  at  62  FR  56012,  56020.  Oct.  28,  1997] 

Subpart  F— Dogs 

§  93.600    Importation  of  dogs. 

(a)  All  dogs.  Dogs  from  Angola,  Ai- 
erentina,  Bahrain,  Bangladesh,  Benin, 

Bolivia.  Botswana.  Brazil.  Brunei. 
Burkina  Faso.  Burundi.  Cambodia. 
Cameroon,  Central  African  Republic, 
China,  Columbia,  Congo,  Dominican 
Republic.  Ecuador.  Equatorial  Guinea, 
French  Guiana,  Gabon.  Gambia, 
Ghana,  Guinea,  Guinea-Bissau,  Guy- 
ana, Haiti,  India,  Indonesia,  Iraq,  lela 
de  Pascua  (Easter  Island,  part  of 
Chile  >.  Ivory  Coast,  Jamaica.  Kenya. 
Kuwait,  Laos,  Lesotho,  Liberia,  Macau, 
Malawi,  Malaysia,  Mali,  Bilanritania, 
Mozambique.  Myanmar.  Namibia,  Nige- 
ria. Oman,  Pacific  Islands  (Palau). 
Panama,  Papua  New  Guinea,  Paracei 
Islands,  Paraguay,  Peru,  Philippines, 
Qatar.  Rwanda.  Saudi  Arabia,  Seneij^al, 
Sierra  Leone,  Singapore.  South  Africa, 
fcjpratly  Islands,  Sri  Lanka,  Surinam, 
Swaziland,  Taiwan,  Tanzania,  Thai- 
land, Togo.  Trinidad  and  Tobago. 
Uganda.  United  Arab  Emirates.  Uru- 
guay. Venezuela,  Vietnam,  Zaire,  Zam- 
bia. Zimbabwe,  or  any  other  region  of 
the  world  where  screwworm  is  consid- 
ered to  exist  may  only  be  imported 
into  the  United  States  if  they  meet  the 
following  requirements  and  all  other 
applicable  requirements  of  this  part: 

(1)  Dogs  must  be  accompanied  by  a 
certificate  signed  by  a  full-time  sala- 
ried veterinary  official  of  the  region  of 

origin  stating-  that  tho  dog-  has  been  in- 
spected for  screwworm  within  5  days 
preceding  its  shipment  to  the  United 

States. 

(2)  The  certificate  must  state  that 
the  dog  is  either  free  from  screwworm 
or  was  found  to  be  infested  with 


^Importations  from  Mexico  shall  l)e  sub- 
ject to  §93.521.  in  addition  to  other  sections 
in  this  subpart,  which  are  in  terms  an^Ilca- 
ble  to  Bodh  ImportationB. 
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SCI  ewworm  and  was  held  in  quarantiiie 

and  treated  until  free  from  screwwomi 
prior  to  leaving  the  region  of  origin. 

(b)  Dogs  for  handling  livestock.  Collie, 
Shepherd,  and  other  dogs  that  are  Im- 
ported from  any  part  of  the  world  ex- 
cept Canada,  Mexico,  and  regions  of 
Central  America  and  the  West  Indies 
and  that  are  to  be  used  in  the  handling 
of  sheep  or  other  livestock  must  be  in- 
spected and  (luaianliiied  at  the  poi  t  of 
entry  for  a  suflicient  time  to  determine 
their  fi?eedom  from  tapeworm  (Taenia 
spp.).  If  found  to  be  infested  with  tape- 
worm, dogs  must  be  treated  under  the 
supervision  of  an  inspector  at  the  port 
of  entry  tmtil  they  are  free  from  tatw- 
tation. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-016&) 

[65  FR  67623.  Nov.  1,3.  2000,  08  amended  at  OT 

FR  11565,  Mar.  15,  2002] 

Subpart  6— Miscellaneous 
Animals 


F^ourck:  60  FR  55181.  unless  otherwise 
noted.  Redesig^nated  at  62  FR  S6012,  Oct.  28, 
1007. 

§93.700  Definitions. 

Wherever  in  this  subpart  the  fol- 
lowing terms  are  used,  unless  the  con- 
text otherwise  requires,  they  shall  be 

construed,  respectively,  to  mean: 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service.  United  States  Depart- 
ment of  Agriculture,  delegated  to  act 
in  the  Administrator's  stead. 

Animal  and  Plant  Health  fnspcrtinn 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  oi  the  United  States 
Department  of  Agriculture  (APHIS). 

Brttshtail  possum.  Vulpine  phalangers 
(Trichosiirus  vulpecula)  Of  the  family 
Phalangeridae. 

Deltoery.  The  transfer  of  goods  or  in- 
terest in  goods  from,  one  person  to  an- 
other. 

Enter  (entry).  To  introduce  into  the 
commerce  of  the  United  States  after 
release  from  government  detention. 

Hedgehog.  All  members  of  the  family 
Erinaceidae. 


Import  (imported,  importation).  To 
hrins:  into  the  territorial  limits  of  the 

United  States. 

Inspector.  An  employee  of  the  Animal 
and  Plant  Health  Inspection  Service 
authorized  to  perform  duties  required 
under  this  subpart. 

Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  or  Joint  stock  company. 

Region.  Anv  defined  geographic  land 
area  identifiable  by  theological,  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone. 
county,  department,  municij;>ality,  par- 
ish. Province,  State,  etc.) 

(8)  Parts  of  several  national  entities 
combined  into  an  area;  or 

f4)  A  group  of  national  entities  (coun- 
trie.s)  combined  into  a  single  area. 

Tenrec.  All  members  of  the  family 
T^nrecidae. 

United  States.  All  of  the  States  of  the 
United  States,  the  Di.strict  of  Colum- 
bia, Guam,  the  Northern  Mariana  Is- 
lands, Puerto  Rico,  the  Vii^in  Islands 
of  the  United  States*  and  all  other  ter- 
ritories and  posseasionB  of  the  United 
States. 

[.'>5  FR  34195.  Aup.  2,  1990.  Redesiprnated  and 
amended  at  62  FR  56012,  56020,  Oct.  28,  1997] 

§88.701  Prohibitimis. 

(a)  No  person  may  import  a  hedgehog 
or  tenrec  into  the  United  States  from 
any  region  designated  in  §94.1  of  this 
chapter  as  a  region  where  foot-and- 
mouth  disease  exists. 

fb)  No  person  may  import  a  brush  tail 
possum  or  hedgehog  into  the  United 
States  from  New  Zealand. 

(o)  No  person  may  import  leopard 
tortoise  (Grochelone  pardalis),  African 
spurred  tortoise  (Grnchrlnne  sulcata),  or 
Bell's  hingeback  tortoise  (.Kinixys 
bettiana)  into  the  United  States. 

[55  FR  31495.  Ang.  2,  1990.  Redesignated  and 
amended  at  56012,  56021,  OCt.  SB.  1W7;  66  FR 
15218.  Mar.  22.  2000] 

8118.702  Bestrietims. 

Hedgehogs  and  tenrecs  not  specifi- 
cally prohibited  from  beintr  imported 
under  §93.701  may  be  imported  into  the 
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United  States  only  in  accordance  with 
the  reg"ulations  in  this  subpart. 

[55  FR  31495.  Aug.  2.  1990.  Rede.si^nated  and 
amended  at  62  FR  56012.  56021.  Oct.  28.  1997] 

S93.7o;^  Porta  detrignattwi  for  importa- 
tion. 

(a)  Any  person  importing  a  hedgehog 
or  tenrec  into  the  United  States  may 
Import  it,  except  as  provided  in  para- 
graph (b)  of  this  section,  only  through 
the  following  ports: 

(1)  Air  and  ocean  ports.  Anchorage  and 
Fairbanks,  AK;  San  Diego  and  Los  An- 
geles, OA:  Denver,  CO;  Jacksonville, 
Miami,  St.  Petersburg-Clearwater,  and 
Tampa.  FL:  Atlanta,  GA;  Chicago.  IL; 
New  Orleans,  LA;  Portland,  ME;  Balti- 
more, MD;  Boston,  MA;  Minneapolis, 
MN;  Qreat  Falls,  MT;  Newbnrgh,  NY; 
Portland.  OR;  San  Juan.  PR;  Galveston 
and  Houston.  TX;  and  Seattle.  Spo- 
kane, and  Tacoma,  WA. 

(2)  Canadian  border  porta.  Eastport, 
ID;  Houlton  and  Jackman,  ME;  De- 
troit, Port  Huron,  and  Sault  Ste. 
Marie.  MI;  Opheim.  Raymond,  and 
Sweetgrass,  MT;  Alexandria  Bay,  Buf- 
falo, and  Champlain,  NY;  Dunseith, 
Pembina,  and  Portal,  ND;  Derby  Line 
and  Highgate  Springs.  VT:  Blaiine, 
Lynden.  Oroville.  and  Sumas.  WA. 

(3)  Mexican  border  ports.  Douglas, 
Naco,  Nc^ales.  Sasahe.  and  San  Lais, 
AZ;  Calexico  and  San  Ysidro.  CA:  Ante- 
lope Well.s.  and  Columbus.  NM;  and 
Brownsville,  Hidalgo,  Laredo,  Eagle 
Pass.  Del  Rio,  Presidio,  and  El  Paso, 
TX. 

(b)  The  Secretary  of  the  Treasury  has 
approved  the  designation,  as  inspection 
stations,  of  the  ports  specified  in  para- 
graph (a)  of  this  section.  In  special 
cases,  the  Adminlslarator  may  des- 
ignate other  port?  as  inspection  sta- 
tions in  accordance  with  this  section, 
with  the  concurrence  of  the  Secretary 
of  the  Treasury. 

[60  PR  S5181.  Oct.  30,  1996.  Redesignated  at  63 

FR  56012  Oc  t  28.  1097.  as  amended  at  65  38178. 

June  20.  2000] 

Effkctive  Date  Note:  At  67  FR  G8022.  Nov. 
8,  2002.  §  93.703(a)(2)  was  amended  by  remov- 
ing the  words  "Blaine,  Lynden."  and  by  re- 
moving- the  comma  immediately  after  the 
word  •  Oroville",  effective  Jan.  7.  2003. 


§  93.704  Import  permit. 

(a)  General  requirements.  No  person 
may  import  a  hedgehog  or  tenrec  into 
the  United  States  unless  it  is  accom- 
panied by  an  import  permit  issued  by 
APHIS  and  is  imported  into  the  United 
States  within  30  days  after  the  pro- 
posed date  of  arrival  stated  in  the  im- 
port permit.  The  importer  or  his  or  her 
agent  must  notify  the  inspector  at  the 
port  of  first  arrival  of  the  date  of  ar- 
rival at  least  72  hours  before  the  hedge- 
hog or  tenrec  arrives  in  the  United 
States. 

(b)  Import  permit  required.  Any  person 
who  desires  t6  import  a  hedgehog  or 
tenrec  must  complete  and  submit  one 
copy  of  an  application  (VS  Form  17-129) 
for  an  import  permit  to  the  Import-Ex- 
port Animals  Staff,  National  Center  for 
Import-Elxport,  Veterinary  Services. 
Animal  and  Plant  Health  Inspection 
Service,  United  States  Department  of 
Agriculture,  4700  River  Road  Unit  39, 
Riverdale,  Maryland  20787-1281.  This 
staff  will  supply  application  forms  for 
import  permits  upon  request.  A  sepa- 
rate application  must  be  prepared  for 
each  shipment. 

(c)  .Application  for  an  import  permit. 
The  importer  must  complete,  si^n.  and 
date  the  application  for  an  import  per- 
mit, which  must  include  the  following 
information: 

(1)  The  name  and  address  of  the  ship- 
per in  the  region  of  origin  of  the  hedge- 
hog or  tenrec  intended  for  importation 
into  the  United  States. 

(2)  The  name,  address,  and  telephone 
number  of  the  importer. 

(3)  The  port  of  embarkation. 

(4)  The  region  from  which  the  hedge- 
hog or  tenrec  will  be  shipped  to  the 
United  States. 

(5)  The  mode  of  transportation. 

(6)  The  number,  breed,  species,  and 
descriptions  of  the  hedgehogs  or 
tenrecs  to  be  imported, 

1 7 1  i  he  purpose  of  the  importation. 

(8)  The  route  of  travel,  including  all 
carrier  stops  en  route. 

(9)  The  proposed  shipping  and  arrival 
dates. 

(10)  The  port  of  first  arrival  in  the 
United  States. 

(11)  The  name,  mailing  address,  and 

telephone  number  of  the  l>erson  to 
whom  the  hedgehog  or  tenrec  will  be 
delivered  in  the  United  States. 
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(12)  The  location  of  the  place  where 
delivery  will  be  made  in  the  United 

States. 

(13)  Any  remarks  regarding  the  ship- 
ment. 

(d)  Issuance  of  an  import  permit  Upon 

receipt  of  the  application.  APHIS  will 
review  the  application.  If  the  hedgehog 
or  tenrec  appears  to  be  eligible  to  be 
imported  into  the  United  States, 
APHIS  will  issue  an  import  permit  in- 
dicating the  applicable  requirements 
under  this  subpart  for  the  importation 
of  the  hedgehog  or  tenrec.  Even  though 
an  Import  permit  has  been  issued  for 
the  importation  of  a  hedgehog  or 
tenrec,  the  animal  may  enter  the 
United  States  only  if  all  other  applioar 
ble  requirements  of  this  sabpsrt  have 
been  met. 

(Approved  by  the  Office  of  Manag-ement  and 
Budfi'et  under  control  number  0579-0040) 

155  FR  31495,  Aug.  2,  1990.  Redesignated  and 
amended  at  62  FR  50012. 80021,  Oct.  28, 1997] 

§  93.705   Health  certificate. 

(a)  No  person  may  import  a  hedgehog 
or  tenrec  into  the  United  States  unless 
It  is  accompanied  by  a  health  certifi- 
cate either  issued  by  a  full-time  sala- 
ried veterinary  officer  of  the  national 
government  of  the  exporting  region  or 
issued  by  a  veterinarian  authorized  or 
accredited  by  the  national  government 
of  the  exporting  region  and  endorsed  by 
a  ftill-time  salaried  veterinary  officer 
of  the  national  government  of  that  re- 
grlon.  The  health  certificate  must  con- 
tain the  names  and  street  addresses  of 
the  consignor  and  consignee  and  most 
state: 

(1)  That  the  hedgehog  or  tenrec  origi- 
nated in  a  region  that  has  been  recog- 
nized as  tree  of  foot-snd-month  disease 
by  the  USDA; 

(2)  That  the  hedgehog  or  tenrec  has 
never  been  in  a  region  where  foot-and- 
mouth  disease  exists: 

(3)  That  the  hedgehog  or  tenrec  has 
not  been  commingled  with  any  other 
hedgehog  or  tenrec  that  originated  in 
or  has  ever  been  in  a  region  where  foot- 
and-mouth  disease  exists; 

(4)  That  the  hedgehog  or  tenrec  was 
inspected  by  the  individual  issuing  the 
health  certificate  and  was  found  tree  of 
any  ectoparasites  not  more  than  72 
hours  before  being  loaded  on  the  means 


of  conveyance  which  transported  the 
animal  to  the  United  States; 

(5t  That  all  body  surfaces  of  the 
hedgehog  or  tenrec  were  treated  for 
ectopaiasites  under  the  supervision  of 
the  veterinarian  issuing  the  health  cer- 
tificate at  least  3  days  but  not  more 
than  14  days  before  being  loaded  on  the 
means  of  conveyance  that  transported 
the  animal  to  the  United  States; 

(6)  That  the  pesticide  and  the  con- 
centration used  would  kill  the  types  of 
ectoparasites  that  may  infest  the  ani- 
mal to  be  imported; 

(7)  That  the  hedg^og  or  tenrec,  after 
being  treated  for  ectoparasites  in  ac- 
cordance with  paragraphs  fa)f5)  and 
(a)(6)  of  this  section,  had  physical  con- 
tact only  with,  or  shared  a  pen  or  bed- 
ding materials  only  with,  treated 
hedgehogs  or  tenrecs  in  the  same  Ship- 
ment to  the  United  States;  and 

(8)  The  name  and  concentration  of 
the  pesticide  used  to  treat  the  hedge- 
hog or  tenrec. 

(b)  [Reserved! 

(Approved  by  the  Office  of  Manatrement  and 
Budget  under  control  number  057£MK)40) 

[55  FR  31495,  Aug.  2,  1990.  Redesigoated  and 
amended  at  fl2  PR  56012,  50021.  Oct.  28.  IMT] 

§  93.706    Notification  of  arrival. 

Upon  the  arrival  of  a  hedgehog  or 
tenrec  at  the  port  of  first  arrival  in  the 
United  States,  the  importer  or  his  or 
her  agent  must  present  the  import  per- 
mits and  health  certificates  required 
by  this  subpart  to  the  collector  of  cus- 
toms for  the  use  of  the  inspector  at 
that  port. 

i9S,W7  Inspeelioii  at  the  port  of  flnl 
arrivaL 

(a)  A  hedgehog  or  tenrec  from  any 
part  of  the  world  must  be  inspected  by 
an  APHIS  inspector  at  the  port  of  first 
arrival.  Subject  to  the  other  provisions 
in  this  subpart,  a  shipment  of  hedge- 
hogs or  tenrecs  may  enter  the  United 
States  only  if  each  hedgehog  or  tenrec 
in  the  shipment  is  found  tree  at 
ectoparasites  and  any  clinical  Signs  of 
communicable  diseases. 

(b)  If  any  hedgehog  or  temec  in  a 
shipment  is  found  to  be  infested  with 
ectoparasites  or  demonstrates  any  clin- 
ical signs  of  communicable  diseases. 
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then  the  entire  shipment  will  be  re- 
fused entry.  The  importer  will  be  given 
the  following  options: 

(1)  Remove  the  shipment  from  the 
United  States;  or 

(2)  Release  the  shipment  to  the  U.S. 
Department  of  Agriculture.  The  Ad- 
ministrator will  dMtroy  or  otherwise 
dispose  of  the  shipment  as  necessary  to 
prevent  the  possible  introduction  into 
the  United  States  of  communicable 
animal  diseases. 

Subpart  H— Elephants,  Hippo- 
potami, Rhinoceioses.  and 
Tapirs 

S  88.800  Definitioiis. 

The  following  terms,  when  used  In 
this  part,  shall  be  construed  as  defined. 
Those  terms  used  in  the  singular  form 
in  this  part  shall  be  construed  as  the 
plural  form  and  vice  versa,  as  the  case 
may  demand. 

Accredited  veterinarian.  A  veteri- 
narian approved  by  the  Administrator 
in  accordance  with  part  161  of  this 
chapter  to  perform  functions  specified 
in  parts  1,  2,  3,  and  11  of  this  chapter, 
and  subchapters  B,  C.  and  D  of  this 
chapter;  and  to  perform  functions  re- 
quired by  cooperative  State- Federal 
disease  control  and  eradication  pro- 
grams. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS). 

APHIS  representative.  A  veterinarian 
or  other  person  employed  by  APHIS  in 
animal  health  activities,  who  is  au- 
thorised to  perform  the  ftinction  in- 
volved. 

Enter  (entered,  entry)  into  the  United 
States.  To  introduce  into  the  commerce 
of  the  United  States  after  release  from 
government  detention. 

Import  (imported,  importation)  into  the 
United  States.  To  bring  into  the  terri- 
torial limits  of  the  United  States. 

Incinerate  (incineraied).  To  reduce  to 
ash  by  burning. 

Inspector.  An  employee  of  APHIS  who 
is  authorized  to  perform  the  function 
involved. 


Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  joint  stock  company,  or 
any  other  legal  entity. 

Region.  Any  defined  geographic  land 
area  Identifiable  by  Rreological.  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish, Province,  State,  etc.) 

(3)  Parts  of  several  national  entities 
combined  into  an  area:  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 

United  States.  All  of  the  several 
States  of  the  United  States,  the  Dis- 
trict of  Columbia,  Guam,  the  Northern 
Mariana  Islands,  Puerto  Rico,  the  Vir* 
gin  Islands  of  the  United  States,  and 
all  other  territories  and  possessions  of 
the  United  States. 

United  States  health  certificate.  An  of- 
ficial document  issued  by  an  APHIS 
representative  or  an  accredited  veteri- 
narian at  the  point  of  origin  of  a  move- 
ment of  animals.  It  must  show  the 
identification  tag,  tattoo,  or  re^  :<t]  a- 
tion  number  of  each  animal  to  be 
moved;  the  age  and  sex  of  each  animal 
to  be  moved;  the  number  of  animals 
covered  by  the  document;  the  points  of 
origin  and  destination;  the  consignor; 
and  the  consignee. 

Veterinary  Services.  The  Veterinary 
Services  unit  of  the  Animal  and  Plant 
Health  Inspection  Service  of  the  United 
States  Department  of  Agriculture. 

L52  FR  29502.  Au^.  10,  1987.  as  amended  at  57 
FR  28048.  23048,  June  1.  1962.  Redesignated 
and  ammided  at  62  FR  50012,  50021.  Oct.  28, 
1907] 

§93.801  Pkoliilntioiis. 

Elephants.  hippopotami,  rhinoc- 
eroses, or  tapirs  shall  not  be  imported 
or  entered  into  the  United  States  un- 
less in  accordance  with  this  part. 

[52  FR  29502,  Aug.  10, 1987.  Redesignated  at  62 
FR  56012.  Oct.  28. 1997] 

{98.80S  Import  permit. 

(a)  An  elephant,  hippopotamus,  rhi- 
noceros, or  tapir  shall  not  be  imported 
into  the  United  States  unless  accom- 
panied by  an  import  permit  issued  by 
APHIS  and  unless  imported  Into  the 
United  States  [within  30  days  after  the 
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proposed  date  of  arrival  stated  in  the 

import  permit.  Thp  port  veterinarian 
must  be  notified  of  the  date  of  arrival 
at  least  72  hours  before  the  animal  ar- 
rives in  the  United  States. 

(b)  An  application  for  an  import  per- 
mit must  be  submitted  to  the  Animal 
and  Plant  Health  Inspection  Service, 
Veterinary  Services,  National  Center 
for  Import-Export.  4700  River  Road 
Unit  38.  Riverdale,  Maryland  20737-1231. 
pplication  forms  for  import  permits 
may  be  obtained  from  this  staff. 

(c)  The  completed  application  dull 
include  the  following  information: 

(1)  The  name  and  address  of  the  per- 
son intending  to  export  an  elephant, 
hippopotamus,  rhinoceros,  or  tapir  to 
the  United  States: 

(2)  The  name  and  address  of  the  per- 
son intending  to  import  an  elepifaant, 
hippopotamus,  rhinoceros,  or  tapir  into 
the  United  States; 

(3)  The  species,  breed,  and  number  of 
elephants,  hippopotami,  rhinoceroses, 
or  tapirs  to  be  imported; 

(4)  The  purpose  of  the  Importation; 

(5)  The  port  of  embarkation; 

(8)  The  name  and  concentration  of 
the  pesticide  intended  to  be  used  to 
treat  the  elephant,  hippopotamus,  rhi- 
noceros, or  tapir  for  ectoparasites  prior 
to  the  animal  being  transported  to  the 
United  States; 

f?)  The  mode  of  transportation; 

(8)  The  route  of  travel; 

(9)  The  port  of  entry  In  the  United 
States  and.  if  applicable,  the  address  of 
the  facility  to  be  provided  by  the  im- 
porter for  inspection,  treatment,  and 
incineration  porsaant  to  §98.6  of  this 
part: 

(10)  The  proposed  date  of  arrival  in 
the  United  States;  and 

(11)  The  name  and  address  of  the  pei^ 
son  to  whom  the  elephant,  hippo- 
potamus, rhinoceros,  or  tapir  will  be 
delivered  in  the  United  States. 

(d)  After  reo^pt  and  review  of  the  ap- 
idicatlon  by  APHIS,  an  import  permit 
indicating  the  applicable  conditions 
under  this  part  for  importation  into 
the  United  States  shall  be  issued  for 
the  importation  of  the  elephant,  hippo- 
IKJtamus.  rhinoceros,  or  tapir  described 
In  the  application  if  such  animal  ap- 
pears to  be  eligible  to  be  imported. 
Even  though  an  import  permit  has 
been  issued  for  the  importation  of  an 


elephant,  hippopotamus,  rhinoceros,  or 

tapir,  the  animal  may  he  imported  only 
if  all  applicable  requirements  of  this 
part  are  met. 

[52  FR  29502.  Aug.  10.  1987,  as  amended  at  57 
FR  23049.  June  1.  1992;  59  FR  67615.  Dec.  30. 
1994.  Redesignated  at  62  FR  56012.  Oct.  28. 

1997] 

§93.803   Health  certificate. 

(a)  An  elephant,  hippopotamus,  rhi- 
noceros, or  tapir  shall  not  be  imported 
into  the  United  States  unless  accom- 
panied by  a  health  certificate  either 
signed  by  a  salaried  veterinarian  of  the 
national  veterinary  services  of  the  re- 
gion where  the  inspection  and  treat- 
ment required  by  this  section  occurred 
or  siened  by  a  veterinarian  authorized 
by  the  national  veterinary  services  of 
such  region  and  endorsed  by  a  salaried 
veterinarian  of  the  national  veterinary 
services  of  such  region  (the  endonse- 
ment  representing  that  the  veteri- 
narian signing  the  health  certlfloate 
was  authorized  to  do  so),  certifying: 

(1)  That  the  elephant,  hippopotamus, 
rhinoceros,  or  tapir  was  Inspected  by 
the  individual  signing*  the  health  cer- 
tificate and  found  free  of  any 
ectoparasites  not  more  than  72  hours 
before  being  loaded  on  the  means  of 
conveyance  which  transported  the  ani- 
mal to  the  United  States:  and 

(2)  That  the  elephant,  hippopotamus, 
rhinoceros,  or  tapir  was  treated  for 
ectoparasites  at  least  8  days  but  not 
more  than  14  days  before  being  loaded 
on  the  means  of  conveyance  which 
transported  the  animal  to  the  United 
States.  The  animal  shall  have  been 
treated,  under  the  supervision  of  the 
individual  signing  the  health  certifi- 
cate, by  being  thoroughly  wetted  with 
a  pesticide  applied  with  either  a  spray- 
er with  a  hand-held  nozzle,  a  Spray-dip 
machine,  or  a  dip  vat;  and 

(3)  That  the  elephant,  hippopotamus, 
rhinoceros,  or  tapir,  after  being  treated 
for  ectoparasites  in  accordance  with 
paragraph  (a)(2)  of  this  section,  did  not 
have  physical  contact  with  or  share  a 
pen  or  bedding  materials  with  any  ele- 
phant, hippopotamus,  rhinoceros,  or 
tapir  not  in  the  same  shipment  to  the 
United  States;  and 

(4)  The  name  and  concentration  of 
the  pesticide  used  to  treat  the  animal 
(such  pesticide  and  the  concentration 
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used  must  be  adequate  to  kill  the  types 
of  ectoparasites  likely  to  infest  the 
animal  to  be  imported;  a  list  of  rec- 
ommended pesticides  and  concentrar 
tions  may  be  obtained  from  the  Animal 
and  Plant  Health  Inspection  Rervicp. 
Veterinary  Services,  National  Center 
for  Import-Export.  4700  River  Road 
Unit  88.  Riverdale.  lifaryland  20737-1281; 
and 

(5)  The  name  and  address  of  the  con- 
signor and  consignee. 

[52  FR  29502.  Aug.  10,  1987;  52  FR  35350.  Sept. 
18.  1967.  as  amended  at  57  FR  23049.  June  1. 

1992:  59  FR  67615.  Dec.  30.  199^1.  RedesiK^naled 
and  amended  at  62  FR  56012.  56021.  Oct.  28. 
19971 

§83.804  Declaration  upon  arrival. 

Upon  arrival  of  an  olophant.  hippo- 
potamus, rhinoceros,  or  tapir  at  a  port 
of  entry,  the  Importer  or  the  import- 
er's agent  shall  notify  APHIS  of  the  ar- 
rival by  giving"  an  inspector  a  com- 
pleted VS  Form  17-29.  -Declaration  of 
Importation  for  Animals,  Animal 
Semen,  Birds,  Poultry,  and  Bgga  for 
Hatching."  (This  form  is  available 
from  the  Animal  and  Plant  Health  In- 
spection Service,  Veterinary  Services, 
National  Center  for  Import-Export, 
4700  River  Road  Unit  38.  Riverdale, 
Maryland  20737-1231.)  It  must  state: 

(a)  The  port  of  entry; 

(b)  The  date  of  arrival; 

(c)  The  import  permit  number; 

(d)  The  name  of  the  carrier  and  Iden- 
tification of  the  means  of  conveyance: 

(e)  The  name  and  address  of  the  im- 
porter; 

(f)  The  name  and  address  of  the 

broker; 

(g)  The  re<2:inn  from  which  the  ele- 
phant, hippopotamus,  rhinoceros,  or 
tapir  was  shipped; 

(h)  The  number,  species,  and  purpose 
of  importation  of  the  elephant,  hippo- 
potamus, rhinoceros,  or  tapir;  and 

(i)  The  name  and  address  of  the  per- 
son to  whom  the  elephant,  hippo- 
potamus, rhinoceros,  or  tapir  will  be 
delivered. 

[52  FR  29502.  Au^^.  10.  1987:  52  FR  35350.  Sept. 
18.  1987.  as  amended  at  57  FR  23049,  June  1. 
1992:  69  FR  87615,  Dec.  80,  1994.  Redesignated 
and  amended  at  82  FR  66012,  56021,  Oct.  28, 

1997] 


§  93.805  Ports  of  oitry,  inspectioii,  and 

treatment.* 

(a)  An  elephant,  hippopotamus,  rhi- 
noceros, or  tapir  shall  be  imported  into 
the  United  States  only: 

(1)  At  Los  Angeles.  California; 
Miami.  Florida;  and  Newbui^h.  New 
York;  or 

(2)  On  a  case-by-case  basis,  at  an- 
other port  of  entry  if: 

(i)  The  animals  will  be  inspected  and 
treated  at  a  facility  provided  by  the 
importer; 

(ii)  The  Administrator  has  deter- 
mined that  the  importer's  facility  Is 
adequate  for  inspection,  treatment, 
and  incineration  required  under  this 
section; 

(iii~t  The  Administrator  has  deter- 
mined that  an  inspector  is  available  to 
perform  at  the  importer's  facility  the 
services  that  are  required  under  this 
section:  and 

(iv)  The  Administrator  has  deter- 
mined that  an  inspector  is  available  to 
perform  at  the  port  of  entry  the  serv- 
ices that  are  required  under  this  .sec- 
tion if  the  animals  will  be  inspected 
and  treated  at  a  facility  provided  by 
the  importer. 

(b)  An  elephant,  hippopotamus,  rhi- 
noceros, or  tapir  shall  be  entered  into 
the  United  States  only  under  the  lol- 
lowingr  conditions: 

(1)  Any  documents  accompanying-  the 
animal  shall  be  subject  to  inspection 
by  an  inspector  at  the  port  of  entry; 

(2)  If  the  animal  is  to  be  moved  from 
the  port  of  entiy  to  a  febcility  provided 
by  the  importer: 

Ci)  At  the  port  of  entry  the  animal 
shall  be  subject  to  as  much  inspection 
by  an  Inspector  as  is  feasible  and  shall 
be  sprayed  or  dipped,  as  feasible,  under 
the  supervision  of  an  inspector  and 
with  a  permitted  dip  listed  in  f  72.18(b) 
of  this  chapter: 

(ill  At  the  port  of  entry,  as  much 
hay,  straw,  feed,  bedding,  and  other 
material  as  can  feasibly  be  removed 
from  the  shlppinp-  crate  or  vehicle  eon- 
taining:  the  animal  shall  be  removed. 


1  Importers  must  also  meet  all  require- 
ments of  the  U.S.  Department  of  the  Interior 
regulations  relevant  to  the  importation  of 
elephants,  hippopotami,  rhinoceroses,  and 
tapirs,  includini?  r^olations  conoemlnff 
ports  of  entry. 
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sealed  in  plastic  bags,  and  incinerated 
by  the  importer  under  the  sapervision 

of  an  inspector; 

(ill)  At  the  port  of  entry,  the  ship- 
ping crate  or  the  vehicle  containing 
the  animal  shall  be  sealed  by  an  inspec- 
tor with  an  official  seal  of  the  United 
States  Department  of  Agriculture: 

(iv)  If  the  animal  is  moved  from  the 
port  of  entry  in  a  shipping  crate,  plas- 
tic must  be  fastened  around  the  ship- 
ping crate  so  that  all  animal  waste, 
hay.  straw,  feed,  bedding,  and  other 
material  accompanying  the  animal  are 
retained  inside  the  crate,  but  not  so  as 
to  interefere  with  ventilation,  feeding, 
and  watering  of  the  uiimal; 

(V)  After  the  arrival  of  the  animal  at 
the  facility  provided  by  the  importer, 
the  seal  shall  be  broken  by  an  inspec- 
tor; 

(3)  The  animal  shall  be  inspected  by 

an  inspector  within  24  hours  of  being- 
unloaded  at  the  port  of  entry  or  at  a  fa- 
cility provided  by  the  importer,  and 
shall  be  ^ated  under  the  Bupervision 
of  an  inspector,  as  follows: 

(i)  The  animal  shall  be  removed  from 
its  shipping  crate  or  cargo  hold,  placed 
on  a  concrete  or  other  nonporous  sur- 
face, and  physically  inspected  for 
ectoparasites  by  an  Inspector.  If  in- 
spection and  treatment  are  not  per- 
formed upon  unloading,  the  animal 
must  be  isolated  from  all  other  ani- 
mals, except  those  in  the  same  ship- 
ment, and  kept  in  a  facility  with  a  non- 
];>oroas  floor  and  where  amy 
ectoparasites  that  may  drop  off  the 
animal  can  be  contained  and  destroyed, 
until  the  animal  has  been  inspected 
and  treated; 

(ii)  If  the  inspector  finds  no 
ectoparasites,  the  animal  shall  be 
sprayed  or  dipped  one  time  in  accord- 
ance with  label  instructions  wath  a  per- 
mitted dip  listed  in  §  72.13(b)  of  this 
chapter;  or 

(Hit  If  the  inspector  finds 
ectoparasites,  the  animal  shall  be 
sprayed  or  dipped  in  accordance  with 
label  instructions  with  a  permitted  dip 
listed  in  §  72.13(b)  of  this  chapter  for  as 
many  times  as  necessary  until  the  in- 
spector finds  no  ectoparasites;  and 
thereafter  the  animal  shall  be  sprayed 
or  dipped  one  additional  time  in  ac- 
cordance with  label  instructions  with  a 


permitted  dip  listed  in  f  72.13(b)  of  this 

chapter: 

(4)  All  hay.  straw,  feed,  bedding,  and 
other  material  that  has  been  placed 
with  the  animal  at  any  time  prior  to 
the  final  treatment  referred  to  in  para- 
graph (b)(3)  of  this  section,  and  any 
plastic  sheet  used  to  wrap  any  shipping 
crate,  idiatl  be  sealed  in  plastic  bags 
and  incinerated  under  the  supervision 
of  an  inspector: 

(5)  Any  shipping  crate  shall  be.  under 
the  supervision  of  an  inspector,  either 
cleaned  and  di^nfected  using  a  dis- 
infectant listed  in  §71.10  of  this  chapter 
or  incinerated:  and  if  the  shipping 
crate  is  cleaned  and  disinfected,  it 
shall  then  be  treated  under  the  super- 
vision of  an  inapector  with  a  permitted 
dip  listed  in  S  72.18(b)  of  this  chapter; 

(6)  Any  means  of  conveyance  used  to 
transport  an  animal  not  in  a  shipping 
crate  shall  be,  under  the  supervision  of 
an  inspector,  cleaned  and  disinfected 
using  a  disinfectant  listed  in  §71.10  of 
this  chapter  and  then  treated  with  a 
permitted  dip  listed  in  §  72.13(b)  of  this 
chapter. 

[52  FR  29502.  .\u^  10.  1987.  as  amended  at  57 
FR  23049,  June  1.  1992.  Redesignated  at  82  FR 
56012.  Oct.  28.  1097;  65  FB  38178.  June  20,  2000] 

§98,806  Animals reftwed entry. 

Any  elephant,  hippopotamus,  rhinoo- 

eros.  or  tapir  refused  entry  into  the 

United  States  for  noncompliance  with 
the  requirements  of  this  part  shall  be 
removed  from  the  United  States  within 
a  time  period  specified  by  the  Adminis- 
trator or  .shall  be  considered  abandoned 
by  the  importer,  and  pending  removal 
or  abandonment,  the  animal  shall  be 
subject  to  such  safeguards  as  the  in- 
spector determines  necessary  to  pre- 
vent the  possible  introduction  of 
ectoparasites  into  the  United  States.  If 
such  animal  is  not  removed  fix>m  the 
United  States  within  such  time  period 
or  is  abandoned,  it  may  be  seized,  de- 
stroyed, or  otherwise  disposed  of  as  the 
Administrator  determines  necessary  to 
prevent  the  possible  introduction  of 
ectoparasites  into  the  United  States. 

[52  FR  29502.  Auff.  10.  1987.  as  amended  at  57 
FR  23049.  June  1.  1992.  Redesignated  at  62  FR 

56012.  Oct.  28.  1997J 
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ft  93.807  Other  importotfons. 

(a)  Elephants,  hippopotami,  rhinoc- 
eroses, and  tapirs  are  exempt  from  the 
regulations  in  this  part  under  the  fol- 
lowing circumstances: 

(1)  They  are  imported  from  Canada 
and  are  accompanied  by  a  document 
signed  by  a  salaried  veterinarian  of  the 
Canadian  Government  that  states: 

(1)  They  were  not  imported  into  Can- 
ada during  the  year  preceding  their  Im- 
portation into  the  United  States;  and 

(il)  They  did  not.  during-  the  year  pre- 
ceding- their  importation  into  the 
United  States,  have  physical  contact 
?rith  or  share  a  pen  or  bedding  mate- 
rials with  any  elephant,  hippopotamus, 
rhinoceros,  or  tapir  Imported  into  Can- 
ada during  that  year;  or 

(2)  They  were  exported  into  Canada 
from  the  United  States  and  then  Im- 
poi  ted  back  into  the  United  States  ac- 
companied by  a  United  States  health 
certificate. 

(b)  Notwithstanding  other  provisions 
In  this  part,  the  Administrator  may  in 
specific  cases  allow  the  importation 
and  entry  of  elephants,  hippopotami, 
rhinoceroses,  or  tapirs  into  the  United 
States  other  than  as  provided  for  In 
this  part  under  such  conditions  as  the 
Administrator  may  prescribe  to  pre- 
vent the  introduction  of  ectoparasites 
Into  the  United  States. 

(Approved  by  the  Offlce  of  Management  and 
Budget  under  control  number  0S79-00S0) 

[52  FR  29502.  Aug.  10.  1987:  52  FR  35350.  Sept. 
18.  1987.  a.s  amended  at  57  FR  23019.  June  1. 
1992;  59  FR  67133.  Dec.  29,  1994.  ReUesigrnated 
at  62  FR  5e012.  Oct.  28.  1907,  as  amended  at  64 
FR  23179,  April  ao,  1999] 

PART  94— RINDERPEST,  FOOT-AND- 
MOUTH  DISEASE.  FOWL  PEST 
(FOWL  PLAGUE).  EXOTIC  NEW- 
CASTLE DISEASE,  AFRICAN  SWINE 
FEVER,  HOG  CHOLERA.  AND  BO- 
VINE SPONGIFORM 
ENCEPHALOPATHY:  PROHIBITED 
AND  RESTRICTED  IMPORTATIONS 

Sec. 

94.0  Definilion.s. 

94.1  Regions  where  rinderpest  or  foot-and- 
moath  diaease  exists;  importations  iiro- 
hlblted. 


94.1a  Criteria  for  determiningr  the  separate 
status  of  a  territory  or  possession  as  to 
rinderpest  and  foot-and-mouth  disease. 

94.2  Fresh  ichilled  or  frozen)  products 
(other  than  meat),  and  milk  and  milk 
products  of  ruminants  and  swine. 

94.3  Orsan.s,  elands,  extracts,  or  secretions 
of  ruminants  or  swine. 

94.4  Cored  or  cooked  meat  ttom  regions 
where  rinderpest  or  foot-«nd-moaUi  diS" 
ease  exists. 

94.6  Regulation  of  certain  gar1>a8re. 

94.6  Carcasses,  parts  or  products  of  car- 
casses, and  eggs  (other  than  hatching 
eggs)  of  ponltiy.  game  birds,  or  other 
V>irds:  importations  from  leirions  whore 
Exotic  Newcastle  Disease  (END)  or  S. 
enteritidis  is  considered  to  exist. 

94.7  Disposal  of  animals,  meats,  and  other 
articles  ineligible  for  importation. 

94.8  Pork  and  pork  prodncts  ftom  r^ons 
where  African  swine  fever  exists  or  is 
reasonably  believed  to  exist. 

94.9  Pork  and  pork  products  from  regions 
where  hog:  cholera  exists. 

94.10  Swine  from  regions  where  hog  cholera 
exists. 

94.11  Restrictions  on  importation  of  meat 
and  other  animal  products  fi'om  specified 
r^ons. 

94.12  Pork  and  pork  products  from  reprions 
where  swine  vesicular  disease  exists. 

94.13  Restrictions  on  importation  of  pork  or 
pork  products  from  specified  repions. 

94.14  Swine  from  regions  where  swine  vesic- 
ular disease  exists;  importations  prohib- 
ited. 

94.15  Animal  products  and  materials;  move- 
ment and  handling. 

94.16  Milk  and  milk  products. 

94.17  Dry-cured  pork  products  from  regions 
Where  foot-and-mouth  disease,  rinder^ 

ppst.  Afi  ican  swine  fever,  hoe  cholera,  Or 
swine  vesicular  disease  e.xists. 

94.18  Restrictions  on  importation  of  meat 
and  edible  products  from  ruminants  due 
to  bovine  spong:iform  encephalopathy. 

94.19  Gelatin  derived  from  horses  or  swine, 
or  from  ruminants  that  have  not  been  in 
any  region  where  bovine  spongiform 
encephalopathy  exists. 

94.20  Importation  of  pork  and  pork  products 
from  Sonoia  and  Yucatan,  Mexico. 

94.21  (Reserved! 

94.22  Importation  of  poultry  meat  and  other 

poultiy  products  from  Sinaloa  and  So- 
nera, Mexico. 

AUTHOKITV:  7  U.S.C.  450.  7711-7714.  7751. 
7754,  8303.  8306,  8308.  8310.  8311.  and  8315:  21 
U.S.C.  136  and  136a;  31  U.S.C.  9701:  42  U.S.C. 
4381  and  4332;  7  CFR  2.22, 2.80.  and  371.4. 

S94.0  Definitions. 

As  used  In  this  part,  the  following 
terms  shall  have  tlie  meanings  set 
forth  in  this  section. 
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AdmlnUtratnr  The  Administrator. 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Ht-alth 
Inspection  Service,  ol  the  United 
States  Department  of  Agriculture 
(APHIS.) 

APHIS  representative .  An  individual 
employed  by  Animal  and  Plant  Health 
Inspection  Service,  United  States  De- 
partment of  Agriculture,  who  is  au- 
thnrized  to  perform  the  function  in- 
volved. 

Authorized  inspector.  Any  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service.  United  States  Depart- 
ment of  Agrriculture.  or  any  other  indi- 
vidual who  is  authorized  by  the  Admin- 
istrator to  enfme  this  part. 

Birds.  All  members  of  the  class  Aves 
(other  than  poultry  or  irame  birds). 

Cervid.  All  species  of  deer,  elk,  and 
moose. 

Cold  spot.  The  area  in  a  flexible  plas- 
tic cookiijj  tube  or  other  type  of  con- 
tainer loaded  with  meat  product,  or  the 
areas  at  various  points  along  the  belt 
in  an  oven  chamber,  slowest  to  reach 
the  required  temperature  during  the 
cooking-  process.  The  cold  spot(s)  for 
each  container  is  experimentally  deter- 
mined before  the  cooking  process  be- 
gins, and  once  identified,  remains  con- 
stant. 

Contaet.  Known  or  potential  commin- 
gling of  products  during  processing  or 
storage,  or  while  being  transported 

from  any  point  to  any  other  point. 
Contact  Includes  the  simultaneous 
processing  in  the  same  room,  locker,  or 
container,  but  not  necessarily  Uie  same 

storapro  facility  or  conveyance,  as  lonpr 
as  adequate  security  measures  are 
taken  to  prevent  conmiingling,  as  de- 
termined by  an  authorized  APHIS  rep- 
resentative. 

Container.  For  the  purposes  of  § 94.1(c) 
and  194.16(c),  this  term  means  a  recep- 
tacle, sometimes  refrigerated,  which  is 
designed  to  be  filled  with  cargo,  .'sealed, 
and  then  moved,  without  unsealing  or 
unloading,  aboard  a  variety  of  different 
transporting  carriers. 

Department.  The  l"^nited  States  De- 
partment of  Agriculture  (USDA,  De- 
partment). 


9CFR  Ch.  I  (1-1-03  Edition) 

Exotic  Newcastle  disease  (END).  Any 
velogenic  Newcastle  disease.  Exotic 
Newcastle  disease  is  an  acute,  rapidly 
spreading,  and  usually  fatal  viral  dis- 
ease of  birds  and  poultry. 

Farm  equipment.  Equipment  used  in 
the  production  of  livestock  or  crops, 
including,  but  not  limited  to,  mowers, 
harvesters,  loaders,  slaughter  macillin- 
ery.  agricultural  tractors,  farm  en- 
gines, farm  trailers,  farm  carts,  and 
tBxm  wagons,  but  excluding  auto- 
mobiles and  trucks. 

Flock  of  origin.  The  flock  in  which  the 
eggs  were  produced. 

FSIS  inspector.  An  individual  author- 
ized by  the  Administrator.  Food  Safety 
and  Inspection  Service.  United  States 
Department  of  Agriculture,  to  perform 
the  Amotion  involved. 

Game  birds.  Migratory  birds,  includ- 
ing certain  ducks,  geese,  pigeons,  and 
doves  c  migratory  ■  refers  to  seasonal 
flight  to  and  from  the  United  States); 
free-flying  quail,  wild  grouse,  wild 
pheasants  fas  opposed  to  those  that  are 
commercial,  domestic,  or  pen-raised). 

House.  A  structure,  enclosed  by  walls 
and  a  roof,  in  which  poultry  are  raised. 

Immediate  export.  The  period  of  time 
determined  by  APHIS,  based  on  ship- 
ping routes  and  timetables,  to  be  tlie 
shortest  practicable  interval  of  time 
between  the  arrival  in  the  United 
States  of  an  incoming  carrier  and  the 
deimrture  firom  the  United  States  of  an 
outgoing  carrier,  to  transport  a  con- 
signment of  products. 

Import  (imported,  importation)  into  the 
United  States.  TO  bring  into  the  terri- 
torial limits  of  the  United  States. 

Indicator  piece.  A  cube  or  slice  of 
meat  to  be  used  for  the  pink  juice  test, 
required  to  meet  minimum  sise  speci- 
fications. 

Operator.  The  operator  responsible 
for  the  day-to-day  operations  of  a  facil- 
ity. 

Pink  juUx  test.  Determination  of 
whether  meat  has  been  thoroughly 
cooked  by  observation  of  whether  the 
flesh  and  juices  have  lost  all  red  and 
pink  color. 

Port  of  arrival.  .\ny  place  in  the 
United  States  at  which  a  product  or  ar- 
ticle arrives,  unless  the  product  or  ar- 
ticle remains  on  the  means  of  convey- 
ance on  which  it  arrived  within  the  ter- 
ritorial limits  of  tlie  United  States. 
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Poultry.  Chickens,  turkeys,  swans, 
partridges,  guinea  fowl,  pea  fowl;  non- 
migratory  ducks,  geese,  pigeons,  and 
doves;  commeroial,  domeBtic,  or  pen- 
raised  grouse,  pheasants,  and  quail. 

Premises  of  origin.  The  premises  where 
the  Hock  of  origin  is  kept. 

Region.  Any  defined  geographic  land 
area  identifiable  by  genlog-ical.  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish, Province,  State,  etc.) 

(8)  Parts  of  several  national  entities 
combined  Into  an  area:  or 

(4^  A  t^roup  of  national  entitles  (coun- 
tries; combined  into  a  single  area. 

Region  of  origin.  For  meat  and  meat 
products,  the  region  in  which  the  ani- 
mal from  which  the  meat  or  meat  prod- 
ucts were  derived  was  born,  raised  and 
slaughtered;  and  for  eggs,  the  region  in 

Whi<A  the  eggs  were  laid. 

Ruminants.  All  animals  that  chew  the 
cud,  such  as  cattle,  bulialoes,  sheep, 
goats,  deer,  antelopes,  camels,  llamas 
and  giraffes. 

Salmonella  enteritidis.  Salmonella 
enteritidis  serotype  enteritidis,  an  orga- 
nism that  causes  salmonellosis. 

Salmonella  enteritidis,  phage-type  4.  A 
virulent  type  of  Salmonella  enteritidis 
serotype  enteritidis.  « 

SatmoneUosis,  An  infections  disease 
caused  by  species  of  SabnoneXla  bac- 
teria. 

Sentinel  bird.  A  chicken  that  has  been 
raised  in  an  environment  Aree  of  patho- 
gens that  cause  communicable  diseases 
of  poultry  and  that  has  not  been  in- 
fected with,  exposed  to,  or  immunized 
with  any  strain  of  vims  that  causes 
Newcastle  disease. 

Temperature  indicator  device  (TID).  A 
precalibrated  temperature-measuring 
instrument  containing  a  chemical  com- 
pound activated  at  a  specific  tempera- 
ture (the  melting  point  of  the  chemical 
compound)  identical  to  the  processing 
temperature  that  must  be  reached  by 
the  meat  being  cooked.  The  Adminis- 
trator will  approve  a  TID  for  use  after 
determining  that  the  chemical  com- 
pound in  the  device  is  activated  at  the 
specific  temperature  required. 

Thoroughly  conked.  Heated  suffi- 
ciently to   inactivate  any  pathogen 


that  may  be  present,  as  Indicated  by 
the  required  TID  or  pink  juice  test. 

United  States.  The  several  states,  the 
District  of  Columbia,  Puerto  Rico,  the 
Virgin  Islands  of  the  United  States, 
Guam,  the  Northern  Mariana  Islands, 
or  any  other  territory  or  possession  of 
the  United  States,  except  as  provided 
in  §94.5  of  this  part. 

Veterinarian  in  Charge.  The  veteri- 
nary official  of  the  Animal  and  Plant 
Health  Inspection  Service,  United 
States  Department  of  .\i:ri culture,  who 
is  assigned  by  the  Administrator  to  su- 
pervise and  perform  the  official  animal 
health  work  of  the  Animal  and  Plant 
Health  Inspection  Service  in  the  State 
or  area  concerned. 

Wild  swine.  Any  swine  which  are  al- 
lowed to  roam  outside  an  enclosure. 

[52  FR  33801.  Sept.  8.  1987.  as  amended  at  .53 
FR  18.520.  Dec.  1.  1988:  b\  FR  7393.  Fel).  21. 
1989;  54  FR  14794.  Apr.  13.  1989;  .54  FR  31504. 
July  31.  1989;  55  FR  38982.  Sept.  24.  1990;  57  FR 
43886  .Sept.  23.  1992;  59  FR  13185.  Mur.  21.  1994: 
61  FR  56891.  Nov  5.  1996:  62  FR  56021.  Oct.  28. 
1997:  67  FR  31937.  May  13.  2002] 

§94.1  Rejfions  where  rinderpest  or 
fout-and-mouth  disease  exists;  im- 
portadoos  prohibited. 

(a)  Notice  is  hereby  given  that,  in  ac- 
cordance with  section  306  of  the  Act  of 
June  17.  1930.  as  amended  (19  U.S.C. 
1306),  it  has  been  determined,  and  offi- 
cial notice  has  been  gtvea  to  the  Sec- 
retary of  the  Treasury  that: 

(1)  Rinderpest  or  foot-and-mouth  dis- 
ease exists  in  all  regions  of  the  world, 
except  those  listed  in  paragraph  (a)(2) 
or  (a)(3)  of  this  section; 

(2)  The  following  regions  are  declared 
to  be  free  of  both  rinderpest  and  foot- 
and-mouth  disease:  Australia,  Austria, 
The  Bahamas.  Barbados.  Belgium,  Ber- 
muda. British  Honduras  (Belize).  Can- 
ada. Channel  Islands,  Chile.  Costa  Rica. 
Czech  Rexniblic,  Denmark,  Dominican 
Republic,  El  Salvador,  Bstcmia,  Fiji, 
Finland.  France.  Germany.  Greece. 
Greenland,  Guatemala,  Haiti,  Hon- 
duras, Hungary,  Iceland,  Ireland,  Italy, 
Jamaica,  Japan.  Luxembourg.  Mexico, 
The  Netherlands.  New  Caledonia.  New 
Zealand,  Nicai*agua,  Norway,  Panama, 
Papua  New  Oulnea,  Poland.  Portugal, 
Spain,  Territory  of  St.  Pi.rre  and 
Miquelon.  Sweden.  Switzerland.  Trini- 
dad and  Tobago.  Trust  Territory  of  the 
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Pacific  Islands,  and  the  United  King- 
dom. 

(3)  The  following  regions  are  declared 
to  be  free  of  rinderpest;  The  Republic 
of  South  Afi'ica. 

(b)  The  importation  of  any  rominant 
or  swine  or  any  fresh  fchilled  or  frozen) 
meat  of  any  ruminant  or  swine  '  that 
originates  in  any  region  where  rinder- 
pest or  foot-«nd-month  disease  exists, 
as  designated  in  parairraph  fa*  of  this 
section,  or  that  enters  a  port  m  or  oth- 
erwise transits  a  region  in  whicii  im- 
derpest  or  foot-and-mouth  disease  ex- 
ists, is  prohibited: 

(1)  Except  as  provided  in  part  93  of 
this  chapter  for  wild  ruminants  and 
wild  swine; 

(2)  Except  as  provided  in  paragraph 
(d)  of  this  section  for  meat  of 
ruminants  or  swine  that  originates  in 
regions  free  of  rinderpest  and  foot-and- 
mouth  disease  but  that  enters  a  port  or 
otherwise  transits  a  region  where  rin- 
derpest or  foot-and-mouth  disease  ex- 
ists; and 

(3)  Except  as  provided  in  §94.4  of  this 
part  for  cooked  or  cured  meat  from  re- 
gions where  rinderpest  or  foot-and- 
mouth  disease  exists. 

(c)  The  importation  of  any  used  farm 
equipment  that  originates  in  any  re- 
gion where  rinderpest  or  foot-and- 
mouth  disease  exists,  as  designated  in 
paragraph  (a)  of  this  section,  is  prohib- 
ited, unless  the  equipment  is  accom- 
panied by  an  original  certificate  signed 
by  an  authorized  official  of  the  na- 
tional animal  health  service  of  the  ex- 
porting region  that  states  that  the 
equipment,  after  its  last  nse  and  prior 
to  export,  was  steam-cleaned  free  of  all 
exposed  dirt  and  other  particulate  mat- 
ter. Such  farm  equipment  is  subject  to 
APHIS  inspection  at  the  port  of  ar- 
rival. If  it  is  found  during  such  Inspec- 
tion to  contain  any  exposed  dirt  or 
other  particulate  matter.  It  will  be  de- 
nied entry  into  the  United  States,  un- 
less, in  the  judgment  of  the  APHIS  in- 
spector, the  amount  of  exposed  soil  is 
minimal  enough  to  allow  cleaning  at 
the  port  of  arrival,  and  there  are  ade- 
quate i^illties  and  personnel  at  the 


*  Importation  of  animals  and  meat  includes 
bringini?  the  animals  or  meat  within  the  ter- 
ritorial limits  of  the  United  States  on  a 
means  of  convearanoe  for  use  as  sea  stores  or 
for  other  parposes. 
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port  to  conduct  such  cleaning  without 
risk  of  disease  contamination. 

(d)  Except  as  otherwise  provided  in 
this  part,  fresh  (chilled  or  frozen)  meat 
of  ruminants  or  swine  raised  and 
slanghtered  in  a  region  free  of  foot- 
and-mouth  disease  and  rinderpest,  as 
designated  in  paragraph  (3.)(2)  of  this 
section,  which  during  shipment  to  the 
United  States  enters  a  port  or  ottajsr- 
wise  transits  a  region  where  rinderpest 
or  foot-and-mouth  disease  exists  may 
be  imported  provided  that  all  of  the 
following  conditions  are  met: 

(1)  The  meat  is  accompanied  by  the 
foreign  meat  inspection  certificate  re- 
quired by  §327.4  of  this  title  and,  upon 
arrival  of  the  meat  in  the  United 
States,  the  foreign  meat  inspection 
certificate  is  presented  to  an  author- 
ized inspector  at  the  port  of  arrival; 

(2)  TbB  meat  is  placed  in  the  trans- 
porting carrier  In  a  hold,  compartment, 
or.  if  the  meat  Is  containerized,  in  a 
container  that  which  was  sealed  in  the 
regrion  of  origin  by  an  official  of  suxA 
r^on  with  serially  numbered  seals  ap- 
proved by  APHIS,  so  as  to  prevent  con- 
tact of  the  meat  with  any  other  cargo, 
handling  of  the  meat  after  the  hold, 
compartment,  or  container  is  sealed, 
and  the  loading  of  any  cargo  into  and 
the  removal  of  any  cargo  from  the 
sealed  hold,  compartment,  or  container 
en  route  to  the  United  States; 

(3)  If  any  foreign  official  breaks  a 
seal  applied  in  the  region  of  origin  in 
order  to  inspect  the  meat,  he  or  she 
then  reseals  the  hold,  compartment,  or 
container  with  a  new  serially  num- 
bered seal;  and,  if  any  member  of  a 
ship's  crew  breaks  a  seal,  the  serial 
nun  r  of  the  seal,  the  location  of  the 
seal,  and  the  reason  for  breaking  the 
seal  are  recorded  in  the  ship's  log. 

(4)  The  serial  numbers  of  the  seals 
used  to  seal  the  hold,  compartment,  or 
container  are  recorded  on  the  foreign 
meat  inspection  certificate  which  ac- 
companies the  meat; 

(5)  Upon  arrival  of  the  carrier  in  the 
United  States  port  of  arrival,  the  seals 
are  found  by  an  APHIS  representative 
to  be  intact,  and  the  representative 
finds  that  there  is  no  evidence  Indi- 
cating that  any  seal  has  been  tampered 
with;  Provided  that,  if  the  representa- 
tive finds  that  any  seal  has  been  bro- 
ken or  has  a  different  number  than  is 
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recorded  on  the  foreig^n  meat  iiUQ^eo- 
tion  certificate,  then  the  meat  may  re- 
main eligrible  for  entry  into  the  United 
States  only  if  APHIS  peraoimel  are 
available  to  inspect  the  hold,  compart- 
ment, or  container,  the  packapres  of 
meat,  and  all  accompanying  docu- 
mentation; and  the  importer  ftimlshes 
additional  dOCOmentatlon  (either  cop- 
ies of  pages  from  the  ship's  log  signed 
by  the  officer-in- charge,  or  certifi- 
cation from  a  foreign  government  that 
the  original  seal  was  removed  and  the 
new  seal  applied  by  officials  of  that 
government)  that  demonstrates  to  the 
satisfaction  of  the  Administrator  that 
the  meat  was  not  contaminated  or  ex- 
posed to  contamination  during  move- 
ment from  the  region  of  origin  to  the 
United  States;  and 

(6)  The  meat  is  found  by  an  author- 
ized inspector  to  be  as  represented  on 
the  foreign  meat  inspection  certificate. 

(Approved  by  the  Office  of  Management  and 
Badget  under  control  numbers  0579-0015  and 
0079-0195) 

[90  FR 12119,  Sept.  23, 1965] 

Editorial  Note:  For  Federal  Register  ci- 
tations affecting  §94.1,  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volome 
and  on  6P0  Access. 

§94.1  a  Criteria  for  determining  the 
separate  status  of  a  territory  or 
poneesion  as  to  rinderpest  and 
foot<md-month  disease. 

(a)  The  Secretary  of  Agriculture  will 
make  a  determination  as  to  whether  a 
territory  or  possession  may  be  deemed 
separate  firom  the  mother  region,  in 
which  rinderpest  or  foot-and-mouth 
disease  has  been  determined  to  exist, 
for  the  purposes  of  section  306(a)  of  the 
Act  of  June  17,  1930,  as  amended  (19 
U.S.C.  1306(a)).  only  if: 

(1)  The  official  authority  of  that  ter- 
ritory or  possession,  having  responsi- 
bility for  animal  health  matters,  has 
declared  such  territory  or  possession 
free  of  rinderpest  and  foot-and-mouth 
disease; 

(2)  The  territory  or  possession  is  geo- 
graphically separate  from  the  mother 
region  and  has  full  autonomy  from  the 
mother  region  In  all  animal  health 
matters,  including  import  and  export; 

(3)  The  territory  or  possession  has  a 
veterinary  service  which  is  capable  of 


speedily  detecting  rinderpest  or  foot- 
and-mouth  disease  and  which  is  com- 
prised of  veterinarians  who: 

(i)  Are  employed  as  officials  of  the 
government  of  the  territory  or  posses- 
sion. 

(ii)  Are  graduates  of  a  recognized 
school  of  veterinary  medicine,  and 

(ill)  Are  assigned  in  sufficient  num- 
bers and  are  so  distributed,  with  re- 
spect to  the  livestock  population,  to  be 
able  to  promptly  recognize  the  exist- 
ence of  rinderpest  and  foot-and-mouth 
disease: 

(4)  A  laboratory  capable  of  diag- 
nosing rinderpest  and  foot-and-mouth 
disease  Is  available  to  the  veterinary 
service  of  the  territory  or  possession: 

(5)  Vaccinations  for  foot-and-mouth 
disease  or  rinderpest  are  not  permitted 
in  the  territory  or  possession; 

(6)  The  reporting  of  rinderpest  or 
foot-and-mouth  disease  to  the  veteri- 
nary authorities  of  the  territory  or 
possession  is  required  by  anyone  who 
has  notice  of  the  existence  of  these  dis- 
eases; 

(7)  Laws  and  regulations  are  in  effect 
and  are  administered  in  such  manner 

as  to  insure  a?ain.st  the  introduction  of 
foot-and-mouth  disease  or  rinderpest 
through  the  importation  of  animals, 
meat,  and  animal  products  from  re- 
gions, including  the  mother  region,  de- 
clared by  the  United  States  Secretary 
of  Agriculture  to  be  regions  where  foot- 
and-mouth  disease  or  rinderpest  exist; 

(8)  Animals  introduced  into  the  terri- 
tory or  pcssession  from  rinderpest  or 
foot-and-mouth  disease  infected  re- 
gions, including  the  mother  region,  are 
Imported  through  a  quarantine  station 
and  under  conditions  acceptable  to  the 
Secretary  of  Agriculture  of  the  United 
States,  and  such  conditions  include, 
but  are  not  restricted  to: 

(i)  Tests  deemed  necessary  for  the  de- 
tection of  rinderpest  and  foot-and- 
mouth  disease, 

(ii)  Quarantine  deemed  necessary  for 
the  detection  of  rinderpest  and  foot- 
and-mouth  disease,  and 

(ill)  opportunity  for  observation  by  a 
United  States  Department  of  Agri- 
culture veterinarian  during  ail  phases 
of  the  import  procedures; 

(b)  An  ouHBite  inspection  by  a  veteri- 
nary representative  of  the  United 
States  Department  of  Agriculture  to 


481 


§94^ 


9  CFR  Ch.  I  (1-1-03  Edition) 


determine  whether  the  criteria  In  this 
section  are  met  shall  be  made  of  the 
territory  or  iK)sse8Sion  before  any  final 
determination  le  made  as  to  its  status. 

[39  FR  13069.  Apr.  11.  1974.  as  amended  at  62 

FB  mn,  Oct.  as.  im 

§94.2  Fresh  (chilled  or  frozen)  prod- 
ucts (other  than  meat),  and  milk 
and  nulk  ^tMluctt  of  niminants  and 
awine. 

(a)  The  importation  of  firesh  (chilled 
or  ftosen)  products  (other  than  meat 

and  milk  and  milk  products)  derived 
from  ruminants  or  swine,  originating 
in,  shipped  firom,  or  transiting  any  re- 
gion designated  In  § 94.1(a)  as  a  region 
infected  with  rinderpest  or  foot-and- 
mouth  disease  is  prohibited,  except  as 
provided  in  §  94.3  and  parts  05  and  96  of 
this  chapter. 

(b)  The  importation  of  milk  and  milk 
products  of  ruminants  and  swine  origi- 
nating in,  shipped  fh>m,  or  transiting 
any  region  designated  in  §  94.1(a)  as  a 
region  infected  with  rinderpest  or  foot- 
and-mouth  disease  is  prohibited,  except 
as  provided  In  {9116. 

[40  FR  44123.  Sept.  jS.  1076.  aa  amended  at  68 
FR  60Q22,  Oct.  28, 1997] 

994^  Organs,  glands,  extracts,  or  ae- 
crattons  of  mmiaanta  or  swum* 

The  importation  of  fresh  (chilled  or 
frozen)  organs,  glands,  extracts,  or  se- 
cretions derived  ftom  ruminants  or 
swine,  originating  in  any  region  where 
rinderpest  or  foot-and-mouth  disease 
exists,  as  designated  in  §94.1.  except  for 
pharmaceutical  or  biological  purposes 
under  conditions  prescribed  by  the  Ad- 
ministrator in  each  instance.  Is  prohib- 
ited. 

[28  FR  5980.  June  13,  1963.  as  amended  at  53 
FR  48520.  Dec.  1,  1988;  62  FR  56022.  Oct.  28. 
1997: 63  FR  67574.  Dec.  8. 1908] 

§94.4  Cured  or  cooked  meat  from  re- 
gions where  rinderpest  or  fiwi^Uld- 

mouth  disease  exists. 

(a)  The  importation  of  cured  meats 
derived  from  ruminants  or  swine,  origi- 
nating in  any  region  where  rinderpest 

or  foot-and-mouth  disease  exists,  as 
designated  in  §94.1.  is  prohibited  unless 
the  following  conditions  have  been  ful- 
filled: 

(1)  All  bones  shall  have  been  com- 
pletely removed  in  the  region  of  origin. 


(2)  The  meat  shall  have  been  held  in 
an  unfrozen,  fresh  condition  for  at 
least  3  days  Immediately  following  the 
slaughter  of  the  animals  from  wliich  it 
was  derived. 

(3)  (i)  The  meat  shall  have  been  thor- 
oughly cured  and  fully  dried  In  such 
manner  that  it  may  be  stored  and  han- 
dled without  refrigeration,  as  In  the 
case  of  salami  and  other  summer  sau- 
sages, tasajo,  xarque,  or  jerked  beef, 
bouillon  cubes,  dried  beef,  and  West- 
phalia, Italian  and  similar  type  hams. 
The  term  "fully  dried"  as  used  in  this 
paragraph  means  dried  to  the  extent 
that  the  water-protein  ratio  in  the  wet- 
test portion  of  the  product  does  not  ex- 
ceed  2.25  to  1. 

(ii)  Laboratory  analysis  of  samples  to 
determine  the  water-protein  ratios  will 
not  be  made  in  the  case  of  all  Ship- 
ments of  cured  and  dried  meats.  How- 
ever, in  any  case  in  which  the  Inspector 
is  uncertain  whether  the  meat  com- 
plies with  the  requirements  of  para- 
graph (a)f3vi)  of  this  section,  he  will 
send  a  sample  of  the  meat  representa- 
tive of  the  wettest  portion  to  the  Meat 
Inspection  Division  for  aaalsmla  of  the 

water-protein  ratio.  Pending-  such  anal- 
ysis the  meat  shall  not  be  released  or 
removed  from  the  port  of  arrival. 

(4)  The  cured  meat  shall  be  accom- 
panied by  a  certificate  issued  by  an  of- 
ficial of  the  national  government  of 
the  region  of  origin  who  is  authorized 
to  issue  the  foreign  meat  inspection 
certificate  required  by  §327.4  of  this 
title,  stating  that  such  meat  has  been 
prepared  in  accordance  with  para* 
graphs  (aXl).  (a)(2)  and  (aK8)(l)  of  this 
section.  Upon  arrival  of  the  cured  meat 
In  the  United  States,  the  certificate 
must  be  presented  to  an  authorized  in- 
spector at  the  port  of  arrival. 

(b)  The  importation  of  cooked  meats 
from  ruminants  or  swine  originating  in 
any  region  where  rinderpest  or  foot- 
and-mouth  disease  exists,  as  designated 
in  §94.1.  is  prohibited,  except  as  pro- 
vided in  this  section. 

(1)  The  cooked  meat  must  be  boneless 
and  must  be  thoroughly  cooked. 

(2)  The  cooked  meat  must  have  been 
prepared  in  an  establishment  that  is  el- 
igible to  have  its  products  imported 
Into  the  United  States  under  the  Fed- 
eral Meat  Inspection  Act  (21  U.S  C  610 
et  seq.)  and  the  regulations  in  9  CFR 


482 


Digitized  by  Google 


Animal  and  Pkint  Health  Inspection  Sen^ice,  USDA 


§94.4 


327.2;  must  meet  all  other  applicable 
requirements  of  the  Federal  Meat  In- 
spection Act  and  regulations  there- 
Tinder  (9  OFR  diapter  m);  and  must 
have  been  approved  by  the  Adminis- 
trator in  accordance  with  paragraph  (c) 
of  this  section. 

(3)  Canned  product  (canned  meat),  as 
defined  in  §  318.300(d)  of  this  chapter,  is 
exempt  from  the  requirements  in  this 
section. 

(4)  Ground  meat  cooked  in  an  oven. 
Ground  meat  must  be  shaped  into  pat- 
ties no  larger  than  5  inches  in  diameter 
and  1-inch  thick.  Kdch  patty  must 
weigh  no  more  than  115  grams,  with  fat 
content  no  greater  than  30  percent. 
These  patties  must  be  broiled  at  210  °C 
for  at  least  133  seconds,  then  cooked  in 
moist  heat  (steam  heat)  in  a  contin- 
uous, belt-fed  oven  for  not  less  than  20 
minutes,  to  yield  an  internal  exit  tem- 
perature of  at  least  99.7  ''C.  as  measured 
by  temperature  indicator  devices 
(TID*s)  placed  in  temperature  monitor 
patties  positioned,  before  the  belt 
starts  moving  through  the  oven,  on 
each  of  the  predetermined  cold  spots 
along  the  oven  belt.  TID*8  must  be  used 
at  the  beginning  of  each  processing 
run. 

(5)  Meat  cooked  in  plastic.  The  ground 
meat,  cubes  of  meat*  slices  of  meat,  or 
anatomical  cuts  of  meat  (cuts  taken 
from  the  skeletal  muscle  tissue)  must 
weigh  no  more  than  5  kilograms,  and 
must  be  loaded  into  a  flexible  cooking 
tube  constructed  of  plastic  film  or 
other  material  approved  by  the  Food 
Safety  and  Inspection  Service,  U.S.  De- 
partment of  Agriculture.  The  meat 
must  be  cooked  in  boiling  water  or  in  a 
steam-fed  oven  to  reach  a  minimum  in- 
ternal temperature  of  79.4  °C  at  the 
cold  spot  after  cooking  for  at  least  1.75 
hours.  Thoroughness  of  cooking  must 
be  determined  by  the  TID  registering 
at  least  79.4  °C  at  the  cold  spot,  or  by 
the  irink  Juice  test,  as  follows: 

(1)  Cubes  of  meat.  At  leasr  no  percent 
of  meat  pieces  per  tube  must  be  3.8  cen- 
timeters or  larger  in  each  dimension 
after  cooking  or,  if  more  than  50  per^ 
cent  of  meat  pieces  per  tube  are  snudl- 
er  than  3.8  centimeters  in  any  dimen- 
sion after  cooking  and  no  TID  is  being 
used,  an  indicator  piece  of  sufllcient 
size  for  a  pink  juice  test  to  be  per- 
formed (3.8  centimeters  or  larger  in 


each  dimension  after  cooking)  must 
have  been  placed  at  the  cold  spot  of  the 
tube. 

(ii)  Slices  of  meat  At  least  50  percent 

of  the  slices  of  meat  must  be  3.8  centi- 
meters or  larger  in  each  dimension 
after  cooking  or,  if  more  than  60  per- 
cent of  meat  pieces  are  smaller  than  3.8 
centimeters  in  any  dimension  after 
cooking,  and  no  TID  is  being  used,  an 
indicator  piece  of  sufficient  size  for  a 
pink  juice  test  to  be  performed  (3.8  cen- 
timeters or  larger  in  each  dimension 
after  cooking)  must  be  placed  at  the 
cold  spot  of  the  tube. 

(iii)  Anatomioat  cuts  of  meat.  An  indi- 
cator piece  removed  from  an  anatom- 
ical cut  of  meat  after  cooking  must  be 
removed  from  the  center  of  the  cut, 
farthest  from  all  exterior  points  and  be 
3.8  centimeters  or  larger  in  each  di- 
mension for  perfonnance  of  the  pink 
juice  test.  

(6)  Any  TED  used  in  accordance  with 
§94.4  (b)(4)  or  (h)(5)  must  remain  in  the 
meat,  as  originally  inserted,  and  must 
accompany  the  cooked  meat  whose 
temperature  it  has  gauged  when  that 
meat  is  shipped  to  the  United  States. 

(7)  The  cooked  meat  must  be  accom- 
panied by  a  certificate  issued  by  an  of- 
ficial of  the  national  government  of 
the  retrion  of  origin,  who  is  authorized 
to  issue  the  foreig"n  meat  inspection 
certificate  required  by  §317.4  of  this 
title,  stating:  "This  cooked  meat  pro- 
duced for  export  to  the  United  States 
meets  the  requirements  of  title  9.  Code 
of  Federal  Regulations,  §  94.4(b).  '  Upon 
arrival  of  the  cooked  meat  in  the 
United  States,  the  certificate  must  be 
presented  to  an  authorized  inspector  at 
the  port  of  arrival. 

(8)  The  meat  is  inspected  by  an  FSIS 
inspector  at  a  port  of  arrival  in  a  de- 
fi'ost  facility  approved  by  the  Adminis- 
trator^ and  the  meat  is  found  to  be 
thoroughly  cooked. 

(i)  Request  for  approval  of  any  de- 
frost facility  must  be  made  to  the  Ad- 
ministrator. The  Administrator  will 
approve  a  defrost  facility  only  under 
the  following  conditions: 


=^The  names  and  addresses  of  approved  de- 
frost facilities  and  conditions  for  approval 
may  be  obtained  from  the  Administrator. 
Aiuinal  and  Plant  Health  Inspection  Service. 
United  States  Department  of  Agriculture. 
Washingtoa.  DC  20260. 
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(A)  The  defrost  facility  has  equip- 
ment and  procedures  that  permit  PSIS 
inspectors  to  determine  whether  meat 
is  thoroughly  cooked; 

(B)  The  defrost  facility  is  located  at 
a  port  of  arrival:  and 

(C)  The  defrost  facility  is  approved 
by  the  Food  Safety  and  Inspection 
Service.  United  States  Department  of 
Agriculture. 3 

(ii)  The  Administrator  may  deny  ap- 
proval of  any  defrost  facility  if  the  Ad- 
ministrator determines  that  the  de- 
frost facility  does  not  meet  the  condi- 
tions for  approval.  If  approval  is  de- 
nied, the  operator  of  the  defrost  facil- 
ity will  be  informed  of  the  reasons  for 
denial  and  be  given  an  opportunity  to 
respond.  The  operator  will  be  afforded 
an  opporLuuily  for  a  hearing  with  re- 
spect to  any  disputed  issues  of  fact. 
The  hearing  will  be  conducted  in  ac- 
cordance with  rules  of  practice  that 
will  be  adopted  for  the  proceeding. 

(iii)  The  Administrator  may  with- 
draw approval  of  any  defrost  facility  as 
follows:  (A)  When  the  operator  of  the 
defrost  facility  notifies  the  Adminis- 
trator in  writing  that  the  defrtrat  facil- 
ity no  longer  performs  the  required 

services;  or  (B)  when  the  Administrator 
determines  that  the  deftest  facility 
does  not  meet  the  conditions  for  ap- 
proval. Before  the  Administrator  with- 
draws approval  from  any  defrost  facil- 
ity, the  operator  of  the  defrost  fiullity 
will  be  informed  of  the  reasons  for  the 
proposed  withdrawal  and  given  an  op- 
portunity to  respond.  The  operator  will 
be  afforded  a  hearing  with  respect  to 
any  disputed  issues  of  fBtct.  The  hearing 
will  be  conducted  in  accordance  with 
rules  of  practice  that  will  be  adopted 
for  the  proceed^ig.  If  approval  of  a  de- 
frost facility  is  withdrawn,  the  Admin- 
istrator will  remove  its  name  Crom  the 
list  of  approved  defrost  facilities. 

Cc>  Meat  processing  establishment: 
staiidards.  (1)  Before  the  Administt  ator 
will  approve  a  meat  processing  estal)- 
lishment  for  export  shipment  of  cooked 


*Condltlon8  for  tihie  approval  oC  any  defrost 

facility  hy  the  Food  Safety  and  Inspection 
Service.  United  States  DepartmMit  Of  Agri- 
culture, may  be  obtained  firom  the  Import  In- 
spection Division.  International  Protjrams, 
Food  Safety  and  Inspection  Service.  United 
States  Department  of  Agriculture,  Wash- 
ington. DC  202S0. 


meat  to  the  United  States,  the  Admin- 
istrator must  determine: 

(i)  That  the  meat  processing  estab- 
lishment has  furnished  APHIS  with  a 
description  of  the  process  used  to  inac- 
tivate rinderpest  or  FMD  virus  that 
may  be  present  in  meat  intended  for 
export  to  the  United  States,  and  with 
blueprints  of  the  facilities  where  this 
meat  is  cooked  and  packaged; 

(ii)  That  an  APHIS  representative 
has  inspected  the  establishment  and 
found  that  it  meets  the  standards  set 
forth  in  paragraph  (cX2)  of  this  section; 

(iii)  That  the  operator  of  the  estab- 
lishment has  signed  a  cooperative  serv- 
ice agreement  with  APHIS,  stating:  (A) 
That  all  cooked  meat  processed  for  Im- 
portation into  the  United  States  will 
be  processed  in  accordance  with  the  re- 
quirements of  this  part;  (B)  that  a  full- 
time,  salaried  meat  inspection  official 
of  the  National  Government  of  the  ex- 
porting region  will  supervise  the  proc- 
essing (including  certification  of  the 
cold  spot)  and  examination  of  the  prod- 
uct, and  certify  that  it  has  been  proc- 
essed in  accordance  with  this  section; 
and  (C)  that  APHIS  personnel  or  other 
persons  authorised  by  the  Adminis- 
trator may  enter  the  establishment, 
unannounced,  to  inspect  the  establish- 
ment and  its  records;  and 

(iv)  That  the  operator  of  the  estab- 
lishment has  entered  into  a  trust  fund 
agreement  with  APHIS  and  is  current 
in  paying  all  costs  for  an  APHIS  rep- 
resentative to  inspect  the  establish- 
ment for  initial  evaluation,  and  peri- 
odically thereafter,  including  travel, 
salary,  subsistence,  administrative 
overhead,  and  other  incidental  ex- 
penses (including  an  excess  bacrirage 
provision  up  to  150  pounds).  In  accord- 
ance with  the  terms  of  the  trust  fund 
agreement,  before  the  APHIS  rep- 
resentative's site  inspection,  the  oper- 
ator of  the  processing  establishment 
must  deposit  with  the  Administrator 
an  amount  equal  to  the  approximate 
cost  of  one  inspection  by  an  APHIS 
representative,  including  travel,  sal- 
ary, subsistence,  administrative  over- 
head, and  other  incidental  expenses  (in- 
cluding an  exr  ess  baggage  provision  up 
to  150  pounds).  As  funds  from  that 
amount  are  obligated,  a  bill  for  costs 
incurred  based  on  official  accounting 
records  will  be  issued,  to  restore  the 
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deposit  to  the  original  level,  revised  as 
necessary  to  allow  for  inflation  or 
other  changes  in  estimated  costs.  To  be 
current,  bills  must  be  paid  within  14 
days  of  receipt. 

(2)  Establishment.  An  APHIS  rep- 
resentative will  conduct  an  on-site 
evaluation,  and  subsequent  inspec- 
tions, as  provided  in  §94.i(c)(l).  to  de- 
termine whether  the  following  condi- 
tions are  met: 

(i)  The  facilities  used  lor  processing 
cooked  meat  in  the  meat  process!]^  es- 
tablishment are  separate  from  the  fa- 
cilities used  for  processing  raw  meat 
(precooking,  boning,  preparation,  and 
curing),  with  only  the  through-the-wall 
cookll^  system  through  which  the 
meat  product  is  delivered  at  the  end  of 
the  cooking  cycle  connecting  them; 
and  there  is  at  all  times  a  positive  air 
flow  from  the  cooked  to  the  raw  prod- 
uct side; 

(ii)  The  cooking  equipment  has  the 
capacity  to  cook  all  meat  pieces  in  ac- 
cordance with  §  94.4(b)(4)  or  (bX5); 

(iii)  Workers  who  process  cooked 
meat  are  at  all  times  kept  separate 
from  workers  who  process  raw  meat, 
and  have,  for  their  exclusive  use:  A  sep- 
arate entrance,  dining  area,  toilets, 
lavatories  with  cold  and  hot  water, 
soap,  disinfectants,  paper  towels, 
clothes  hampers  and  waste  baskets  for 
disposal,  and  changing  rooms  stocked 
with  the  clean  clothing  and  rubber 
boots  into  which  all  persons  must 
change  upon  entering  the  establish- 
ment. Workers  and  all  other  persons 
entering  the  establishment  must  wash 
their  hands  and  change  into  the  clean 
clothing  and  boots  provided  in  the 
changing  rooms  before  entering  the 
cooking  facilities,  and  must  leave  this 
clothing  for  laundering  and  dis- 
infecting before  exiting  from  the  estab- 
lishment, regardless  of  the  amount  of 
time  spent  Inside  or  away  from  the  es- 
tablishment: 

(iv)  Original  records  identifying  the 
slaughtering  facility  from  which  the 
meat  was  obtained  and  the  date  the 
meat  entered  the  meat  processing  es- 
tablishment, and  original  certification 
(including  temperature  lecording 
charts  and  graphs),  must  be  kept  for  all 
cooked  meat  by  the  full-time  salaried 
meat  inspection  offlcial  of  the  National 
Government  of  the  exporting  region  as- 


signed to  the  establishment,  and  must 
be  retained  for  2  years. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0015) 

[28  FR  5980.  June  13.  1963.  as  amended  at  52 
FR  33801.  Sept.  8,  1987;  53  FR  48520.  Dec.  1. 
1968:  54  FR  7393.  Feb.  21.  1989:  59  FR  13186. 
Mar.  21.  1994:  59  FR  67134.  Dei  29.  1994:  62  FR 
42900.  Aug.  11.  1997;  62  FR  46180,  bept.  2.  1997; 
62  FR  56022,  Oct.  28,  1967;  63  FR  67575,  Dec.  8. 
1998;  66  FR  29699.  June  4.  2001] 

§  94.5   Regulation  of  certain  garbage. 

(a)  Garbage.  For  puipoi>es  of  this  part, 
garbage  means  all  waste  material  de- 
rived in  whole  or  in  part  from  fruits, 
vegetables,  meats,  or  other  plant  or 
animal  (including  poultry)  material, 
and  other  reftise  of  any  character  what- 
soever that  has  been  associated  with 
any  such  material  on  board  any  means 
of  conveyance,  and  including  food 
scraps,  table  refuse,  galley  refuse,  food 
wrappers  or  packaging  materials,  and 
other  waste  material  from  stores,  food 
preparation  areas.  passengers'  or 
crews'  quarters,  dining  rooms,  or  any 
Other  areas  on  means  of  conveyance. 
For  purposes  of  this  subpart,  garbage 
also  means  meals  and  other  food  that 
were  available  for  consumption  by  pas- 
sengers and  cicew  on  an  aircraft  but 
were  not  consumed. 

Note;  Not  all  srai-baee  is  regulated  for  the 
purposes  of  this  part.  Gaibage  regulated  for 
the  purposes  of  this  part  is  defined  as  "r^v- 
lated  garbage*^  in  paragraphs  (b)  and  (c)  of 
this  section. 

(b)  Garbage  regulated  because  of  move- 
ments outside  the  United  States  or  Can- 
ada. For  purposes  of  this  part,  garbage 
on  or  removed  from  a  means  of  convey- 
ance is  regulated  garbage,  if,  when  the 
garbage  is  on  or  removed  firom  the 
means  of  conveyanoe,  the  means  of 
conveyance  has  been  in  any  port  out- 
side the  United  States  and  Canada 
within  the  previous  2-year  period. 
There  are,  however,  two  exceptions  to 
this  provision.  These  exceptions  are  as 
follows: 

(1)  Exception  1,  Garbage  on  or  re- 
moved from  a.  means  of  conveyance 

other  than  an  airci'aft  is  exempt  from 
requirements  under  paragraph  (b)  of 
this  section  if  the  following  conditions 
are  met  when  the  garbage  Is  on  or  re- 
moved from  the  means  of  conveyance: 
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(1)  The  means  of  conveyance  is  ac- 
companied by  a  certificate  from  an  in- 
spector stating  the  following: 

(A)  That  the  means  of  conveyance 
had  first  been  cleared  of  all  grarbagre 
and  of  the  following:  All  meats  and 
meat  products,  whatever  the  region  of 
origin,  except  meats  that  are  shelf-sta- 
ble: all  fntih  and  condensed  milk  and 
cream  from  regions  designated  in  9 
CFR  94.1  those  in  which  foot-and- 
mouth  disease  exists;  all  fresh  fruits 
and  vegetables;  and  all  eggs;  and  the 
items  cleared  from  the  means  of  con- 
veyance as  prescribed  by  this  para- 
graph have  been  disposed  of  according 
to  the  procedui'es  for  disposing  of  regu- 
lated garbage,  as  specified  In  paragraph 

of  this  section. 

(B)  That  the  means  of  conveyance 
had  been  cleaned  and  disinfected  in  the 
presence  of  the  inspector;  and 

(ii)  Since  being  cleaned  and  dis- 
infected, the  means  of  conveyance  has 
not  been  in  a  non-Canadian  foreign 
port. 

(2)  Exception  2.  Gkurbage  on  or  re- 
moved from  an  aircraft  is  exempt  from 
requirements  uinier  paiagraph  (b)  of 
this  section  if  the  following  two  condi- 
tions are  met: 

(i)  The  aircraft  had  been  cleared  of 
all  garbage  and  all  stores:  and  the 
items  cleared  from  the  aircraft  as  pre- 
scribed by  this  paragraph  have  been 
disposed  of  according  to  the  procedures 
for  disposing  of  regulated  irarbaee.  as 
specified  in  paragraph  of  this  sec- 
tion. 

(il)  After  the  garbage  and  stores  re- 
ferred to  in  paragraph  (b)(2)(i)  of  this 
section  were  removed,  the  aircraft  has 
not  been  in  a  non-Canadian  foreign 
port. 

(c)  Ccirhaqc  regulated  because  of  certain 
movements  to  or  from  Hawaii,  territories, 
or  possessions.  For  purposes  of  this  part, 
garbage  on  or  removed  from  a  means  of 
conveyance  is  regulated  garbaire.  if  the 
means  of  conveyance  has  moved  during 
the  previous  one-year  period,  either  di- 
rectly or  Indirectly,  to  the  continental 
United  States  from  any  territory  or 
possession  or  from  Hawaii;  to  any  ter- 
ritory or  possession  from  any  other 
territory  or  possession  or  from  Hawaii; 
or  to  Hawaii  from  any  territory  or  pos- 
session. There  are,  however,  two  excep- 


tions to  this  provision.  These  excep- 
tions are  as  follows: 

(1)  Exception  1.  Garbage  on  or  re- 
moved from  a  means  of  conveyance 
other  than  an  aircraft  is  exempt  from 
requirements  under  paragraph  (o)  of 
this  seel  ion  if  the  foUowing  two  condi- 
tions are  met  when  the  garbage  is  on  or 
removed  trom  the  means  of  convey- 
ance: 

(1)  The  means  of  conveyance  is  ac- 
companied by  a  certificate  from  an  in- 
spector, stating  that  the  means  of  con- 
veyance has  been  cleared  of  all  gaiitage 
and  all  fresh  fruits  and  vegetables;  and 
the  items  cleared  from  the  means  of 
conveyance  as  prescribed  by  this  para- 
graph have  been  disposed  of  according 
to  the  procedures  for  disposing  of  regu- 
lated garbage,  as  specified  in  paragrapih 
(f)(1)  of  this  section. 

(ii)  After  being  cleared  of  the  garbage 
and  stores  referred  to  in  paragraph 
(c)(l)(i)  of  this  section,  the  means  of 
conveyance  has  not  moved  to  the  con- 
tinental United  States  from  any  terri- 
tory or  possession  or  from  Hawaii;  to 
any  territory  or  possession  from  any 
other  territory  or  possession  or  from 
Hawaii;  or  to  Hawaii  from  any  terri- 
tory or  possession. 

(2)  Erccptinn  2.  Garbage  on  or  re- 
moved from  an  aircraft  is  exempt  from 
requirements  under  paragraph  (c)  of 
this  section  if  the  following  two  condi- 
tions are  met  when  the  garbage  is  on  or 
removed  from  the  means  of  convey- 
ance; 

(i)  The  aircraft  had  been  cleared  of 

all  garbage  and  all  fresh  fruits  and 
vegetables;  and  the  items  cleared  from 
the  aircraft  as  prescribed  by  this  para- 
graph have  been  disposed  of  aooording 
to  the  procedures  for  disposing  of  regu- 
lated garbage,  as  specified  in  paragraph 
(f)(1)  of  this  section. 

(ii)  After  the  garbage  and  stores  re- 
ferred to  in  paragraph  (c)(2)(i)  of  this 
section  were  removed,  the  aircraft  has 
not  moved  to  the  continental  United 
States  trom  any  territory  or  possession 
or  firom  Hawaii;  to  any  territory  or 
possession  from  any  other  territory  or 
possession  or  from  Hawaii;  or  to  Ha- 
waii firom  any  territory  or  possession. 

(d)  Garbage  Uiat  is  commingled  with 
regulated  garbage  is  also  r^srulated  gar- 
bage. 
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(e)  Restrictions  on  regulated  garbage. 
(1)  Regulated  garbage  shall  not  be  on 
or  removed  from  a  means  of  convey- 
ance, or  be  disposed  of,  unless  tn  ac- 
cordance with  the  provisions  of  this 
part. 

(2)  To  prevent  the  dissemination  of 
plant  pests  and  livestock  or  poultry 
diseases,  reiralated  garbage  Is  subject 

to  general  surveillance  for  compliance 
with  this  section  by  Animal  and  Plant 
Health  Inspection  Service  inspectors 
and  to  disposal  measures  authorized  by 
sections  414.  421.  and  434  of  the  Plant 
Protection  Act  (7  U.S.C.  7714.  7731.  and 
7754),  section  2  of  the  Act  of  February 
2,  1903.  as  amended  (21  U.S.C.  Ill),  and 
section  306  of  the  Act  of  July  17,  1930, 
as  amended  <19  U.S.C.  1306). 

(f)  (1)  Ail  regulated  garbage  must  be 
contained  In  tlsrht,  leak-proof  covered 
receptacles  during  storage  on  board  a 
means  of  conveyance  while  in  the  terri- 
torial waters,  or  while  otherwise  with- 
in the  territory  of  the  United  States. 
All  such  receptacles  shall  be  contained 
inside  the  guard  rail  if  on  a  watercraft. 
Such  regulated  garbage  shall  not  be 
unloaded  from  such  means  of  convey- 
ance in  the  United  States  unless  such 
regulated  garbage  is  removed  in  tight, 
leak-proof  receptacles  under  the  direc- 
tion of  an  Animal  and  Plant  Health  In- 
spection Service  Inspector  to  an  ap- 
proved facility  for  Incineration,  steri- 
lization, or  grinding  into  an  approved 
sewage  system,  under  supervision  by 
such  an  inspector,  or  such  regulated 
garbage  is  removed  for  other  handling 
in  such  manner  and  under  such  super- 
vision as  may,  upon  request  in  specific 
cases,  be  approved  by  the  Adminis- 
trator as  complying  with  the  applica- 
ble laws  for  environmental  protection 
and  as  adequate  to  prevent  the  dissemi- 
nation into  or  within  the  United  States 
of  plant  pests  and  livestock  or  poultry 
diseases.  Provided  that,  a  cruise  ship 
may  dispose  of  regulated  garbage  in 
landflllB  at  Alaskan  ports  only,  if  and 
only  if  the  cruise  ship  does  not  have 
prohibited  or  restricted  meat  or  animal 
products  on  board  at  the  time  It  enters 
Alaskan  waters  for  the  cruise  season, 
and  only  if  the  cruise  ship,  except  for 
incidental  travel  tlirough  international 
waters  necessary  to  navigate  safely  be- 
tween ports,  remains  in  Canadian  and 
U.S.  waters  off  the  west  coast  of  North 


America,  and  calls  only  at  continental 
U.S.  and  Canadian  ports  during  the  en- 
tire cruise  sea.son. 

(2)  Application  for  approval  of  a  facil- 
ity or  sewage  system  may  be  made  in 
writing  by  the  authorized  representa- 
tive of  any  carrier  or  by  the  official 
having  jurisdiction  over  the  port  or 
place  of  arrival  of  the  means  of  convey- 
ance, to  the  Administrator,  Animal 
and  Plant  Health  Inspection  Service, 
U.S.  Department  of  Agriculture.  Wash- 
iugLou,  DC  2U25U.  Tlie  application  siiall 
be  endorsed  by  the  operator  of  the  fa- 
cility or  sewage  system.  Approval  will 
be  granted  if  the  Administrator  deter- 
mines that  the  requirements  set  forth 
in  this  section  are  met.  Approval  may 
be  denied  or  withdrawn  at  any  time,  if 
the  Administrator  determines  that 
such  requirements  are  not  met,  after 
notice  of  the  proposed  denial  or  with- 
drawal  of  the  approval  and  the  reasons 
therefor,  and  an  opportunity  to  dem- 
onstrate or  achieve  compliance  with 
such  requirements,  has  been  afforded 
to  the  operator  of  the  facility  or  sew- 
age system  and  to  the  applicant  for  ap- 
proval. However,  approval  may  also  be 
withdrawn  without  such  prior  proce- 
dure in  any  case  in  which  the  public 
health,  interest  or  safety  requires  im- 
mediate action,  and  in  such  case,  the 
operator  of  the  facility  or  sewage  sys- 
tem and  the  applicant  for  approval 
shall  promptly  thereafter  be  given  no- 
tice of  the  withdrawal  and  the  reasons 
therefor  and  an  opportunity  to  show 
cause  why  th^  approval  should  be  rein- 
stated. 

(g)  APHIS  will  cooperate  with  other 
Federal.  State,  and  local  agencies  re- 
sponsible for  enforcing  other  statutes 
and  regulations  governing  disposal  of 
regulated  garbage  to  the  end  that  such 
disposal  shall  be  adequate  to  prevent 
the  dissemination  of  plant  pests  and 
livestock  or  poultry  diseases  and  com- 
ply  with  applicable  laws  for  environ- 
mental protection.  The  inspectors,  in 
maintaining  surveillance  over  regu- 
lated garbage  I  movements  and  disposal, 
shall  coordinate  their  activities  with 
the  activities  of  representatives  of  the 
Environmental  Protection  Agency  and 
Other  Federal,  State,  and  local  agen- 
cies also  I  laving  jurisdiction  over  such 
regulated  garbage. 
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(h)(1)  Shelf-stable  means  the  condition 
achieved  in  a  product,  by  application  of 
heat,  alone  or  in  combination  with 
other  ingredients  and/or  other  treat- 
ments, of  being  rendered  tree  of  micro- 
organisms capable  of  irrowing  in  the 
product  under  nonrelrigerated  condi- 
tions (over  50  F  or  10  "C). 

(2)  Sterilisation  means  cookingr  regu- 
lar ed  garbage  at  212  °F.  for  30  minutes 
and  disposal  of  the  residue  by  burying 
in  a  landfiU,  except  that  the  burial  pro- 
visions do  not  apply  to  materials  ex- 
tracted from  the  residue  after  cooking 
and  determined  by  the  Administrator 
to  be  unsuitable  for  use  as  food  or  as 
soil  additives. 

(3)  Incineration  means  to  reduce  the 
regulated  garbage  to  ash  by  burning. 

(4)  Apprnvcd  seivaqe  system  means  a 
sewage  system  approved  by  the  Admin- 
istrator, Animal  and  Plant  Health  In- 
spection Service,  upon  his  determina- 
tion that  the  system  is  designed  and 
operated  in  such  a  way  as  to  preclude 
the  discharge  of  sewage  effluents  onto 
land  surfaces  or  into  lagoons  or  other 
stationary  waters,  and  otherwise  is 
adequate  to  prevent  the  diaaemination 
of  plant  pests  and  livestock  or  poultry 
diseases,  and  that  it  is  certified  by  an 
appropriate  government  official  as  cur- 
rently complying  with  the  applicable 
laws  for  environmental  protection. 

(5)  Approved  facility  means  a  facility 
approved  by  the  Administrator.  Animal 
and  Plant  Health  Inspection  Service, 
upon  his  determination  LiuiL  it  has 
equipment  and  uses  procedures  that 
are  adequate  to  prevent  the  dissemina- 
tion of  plant  pests  and  livestock  or 
poultry  diseases,  and  that  it  is  certified 
by  an  appropriate  government  official 
as  currently  complying  with  the  appli- 
cable laws  for  environmental  protec- 
tion. 

(6)  Carrier  means  the  principal  oper- 
ator of  a  means  of  conveyance. 

(7)  United  States  means  the  States. 
District  of  Columbia,  Guam,  the  North- 
em  Mariana  Islands,  Puerto  Rico,  and 
the  Virgin  Islands  of  the  United  States. 

(8)  Territories  or  possessions  means 
Guam,  the  Northern  Mariana  Islands. 
Puerto  Rico,  and  the  Virgin  Islands  of 
the  United  States. 

(9)  Continental  United  States  moans 
the  49  States  located  on  the  continent 


of  North  America  and  the  District  of 

ColumV)ia. 

(10 >  Person  means  any  individual,  cor- 
poration, company,  association,  firm, 
partnership,  society,  or  Joint  stock 
company— (i)  Compliance  agreement  and 
caneeUation.  (l)Any  person  ent^-aged  in 
the  business  of  handling  or  disposing  of 
regulated  garbage  must  first  enter  into 
a  compliance  aureement  with  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice (APHIS).  Compliance  agreement 
forms  (PPQ  Form  519)  are  available 
without  charge  from  local  USDA/ 
APHIS/Plant  Protection  and  Quar- 
antine offices,  which  are  listed  in  tele- 
phone directories. 

(2)  A  person  who  enters  into  a  com- 
pliance agreement,  and  employees  or 
agents  of  that  person,  shall  comply 
with  the  following  conditions  and  any 
supplemental  conditions  which  shall  be 
listed  in  the  compliance  agreement,  as 
deemed  by  the  Administrator  to  be 
necessary  to  prevent  the  dissemination 
into  or  within  the  United  States  of 
plant  pests  and  livestock  or  poultry 
diseases: 

(i)  Comply  with  the  provisions  of  9 
OFR94.5: 

(ii)  Allow  APHIS  inspectors  access  to 

all  records  maintained  by  the  person 
regarding  handling  or  disposal  of  regu- 
lated garbage,  and  to  all  areas  where 
handling  or  disposal  of  regulated  gar- 
bage occurs; 

(iii)  Remove  regulated  garbage  from 
a  means  of  conveyance  only  in  tight, 
leak-i^oof  receptacles; 

(iv)  Move  the  receptacles  of  regulated 
garbage  only  to  a  fac  ility  approved  in 
accordance  with  § 94.5(f)(2);  and 

(v)  At  the  approved  facility,  dispose 
of  the  regulated  garbage  only  through 
incineration,  sterilization,  grinding 
into  a  sewage  system  approved  in  ac- 
cordance with  §  94.5(f)(2),  or  in  any 
other  manner  approved  by  the  Admln- 
istrator  and  described  in  the  compli- 
ance agreement. 

(3)  Approval  for  a  compliance  agree- 
ment may  be  denied  at  any  time  if  the 
Administrator  determines  that  the  re- 
quirements set  forth  in  this  section  are 
not  met.  after  notice  of,  and  the  rea- 
sons for.  the  proposed  denial  of  the  ap- 
proval, and  an  opportunity  to  dem- 
onstrate or  achieve  compliance  with 
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such  requirements,  has  been  afforded 
to  the  compUance  a^eement  appli- 
cant. 

(4)  Any  compliance  agreement  may 

be  cancelled  In  writing  by  the  Adminis- 
trator whenever  it  is  found  that  the 
person  who  has  entered  into  the  com- 
pliance agreement  has  failed  to  comply 
with  this  section.  Any  person  whose 
compliance  agreement  ha.s  been  can- 
celled may  appeal  the  decision,  in  writ- 
ingr,  within  10  dajrs  after  receiving  writ- 
ten notification  of  the  cancellation. 
The  appeal  must  state  all  of  the  facts 
and  reasons  upon  which  the  person  re- 
lies to  show  that  the  compliance  agree- 
ment was  wrongrfully  cancelled.  As 
promptly  as  circumstances  allow,  the 
Administrator  will  grant  or  deny  the 
appeal,  in  writing,  stating  the  reasons 
for  the  decision.  A  hearing  will  be  held 
to  resolve  any  conflicts  as  to  any  mate- 
rial fact.  Rules  of  practice  concerning 
a  hearing  will  be  adopted  by  the  Ad- 
ministrator. This  administrative  rem- 
edy must  be  exhausted  before  a  person 
can  file  suit  in  court  challenging  the 
cancellation  of  a  compliance  agree- 
ment. 

(5)  Where  a  compliance  agrreement  is 
denied  or  cancelled,  regulated  garbage 
may  continue  to  be  unloaded  firom  a 
means  of  conveyance  and  disposed  of  at 
an  approved  facility  in  accordance  with 

§9i. 5(f)(1). 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  nnmbera  0579-0015  and 
0679-0)64) 

[39  FR  32323.  .Sept,  6.  1974.  as  amended  at  43 
FR  39956.  Sept.  8.  1978;  45  FR  80269.  Dec.  4. 
1900:  48  PR  57472.  Dec.  30.  1963:  53  FR  22129. 
June  14.  1988:  53  FR  48520.  Dec.  1.  1988:  53  FR 
49977,  Dec.  13.  1988;  53  FR  52576,  Dec.  28.  1988; 
58  PR  66248.  Dec.  20.  1993:  59  FR  67134.  Dec.  29, 
1994  :  62  FR  19903.  Apr.  24.  1997:  62  FR  66022. 
Oct.  28,  1997;  66  FR  21063.  Apr.  27.  2001] 

§94.6  Carcasses,  parts  or  products  of 
carcasses,  and  eggs  (other  than 
batehing  eggs)  of  poultry,  game 
birds,  or  other  birds;  importations 
from  re^ons  wliere  Exotic  New- 
castle Disease  (END)  or  fiL 
enteritidis  is  considered  to  exist. 

(a)  Regions  where  Exotic  Newcastle  dis- 
ease (END)  is  considered  to  exist.  (1)  Ex- 
otic Newcastle  disease  (END)  is  consid- 
ered to  exist  in  all  regions  of  Uie  world 
except  those  listed  in  paragraph  (a)(2) 
of  this  section. 


(2)  The  following  regions  are  consid- 
ered to  be  free  of  Exotic  Newcastle  dis- 
ease (END):  Australia,  Canada,  Chile. 
Costa  Rica,  Fiji,  Finland,  France, 
Great  Britain  (England.  Scotland, 
Wales,  and  the  Lsle  of  Man).  Greece, 
Iceland.  Luxembourg.  New  Zealand, 
Republic  of  lieland,  Spain,  Sweden,  and 
Switzerland. 

(b)  Regions  where  S.  enteritidis,  phage- 
type  4,  is  considered  to  exist.  (1)  S. 
enteritidis,  phage-type  4.  is  considered 
to  exist  in  all  regions  of  the  world  ex- 
cept those  listed  in  paragraph  (b)(2)  of 
this  section. 

(2)  The  following  regions  are  consid- 
ered to  be  free  of  S.  enteritidis,  phage- 
type  4:  C!ana4a. 

(c)  Carcasses,  and  parts  or  products  of 
carcasses,  from  regions  where  END  is  con- 
sidered to  exist.  Carcasses,  and  parts  or 
products  of  carcasses,  of  poultry,  game 
birds,  or  other  birds  masr  be  imported 

only  in  accordance  with  this  section  if 
they:  are  of  poultry,  game  birds,  or 
other  birds  that  were  raised  or  slaugh- 
tered in  any  region  where  END  is  con> 
sidered  to  exist  (see  paragraph  (a)  of 
this  section):  are  imported  from  any  re- 
gion where  END  is  considered  to  exist; 
or  are  moved  into  or  through  any  re- 
gion where  END  is  considered  to  exist 
at  any  time  before  importation  or  dur- 
ing shipment  to  the  United  States. 

(1)  Carcasses  of  game  birds  may  be 
imported  if  eviscerated,  with  heads  and 
feet  removed.  Viscera,  heads,  and  feet 
removed  from  game  birds  are  ineligible 
for  entry  into  the  United  States. 

(2)  Carcasses,  or  parts  or  products  of 
carcasses,  of  poultry,  game  birds,  and 
other  birds  may  be  imported  for  con- 
signment to  any  museum,  educational 
institution  or  other  establishment 
which  has  provided  the  Administrator, 
with  evidence  that  it  has  the  equip- 
ment, facilities,  and  capabilities  to 
store,  handle,  process,  or  disinfect  such 
articles  so  as  to  prevent  the  introduc- 
tion or  dissemination  of  END  into  the 
United  States,  and  whicli  is  approved 
by  him. ' 


'The  names  and  addie.sses  of  approved  es- 
tablishments may  be  obtained  from,  and  re- 
quests for  approval  may  be  made  to.  the  Ani- 
mal and  Plant  Health  Inspection  Service. 

Continued 
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(3)  Carcasses,  or  parts  or  products  of 
carcasses,  of  poultry,  ^ame  birds,  and 
other  birds,  may  be  imported  if  packed 
in  hermetically  sealed  containers  and 
If  cooked  by  a  commercial  method 
after  such  packing  to  produce  articles 
which  are  shelf  stable  without  refrig- 
eration. 

(4)  Carcasses,  or  parts  or  i n  lucts  of 
carcasses,  of  poultry,  game  birds,  and 
other  birds  may  be  imported  if  thor- 
oughly cooked,  and  if,  upon  inspection 
by  a  representative  of  the  United 
States  Department  of  Agriculture  at 
the  port  of  arrival,  the  carcasses  or 
parts  or  products  thereof  have  a  thor- 
oughly cooked  appearance  throughout. 

(5)  Poultry  carcasses  or  parts  or 
products  of  poultry  carcasses  that 
originated  in  a  region  considered  to  be 
tree  of  END  and  are  processed  (cut, 
packaged,  and/or  cooked)  in  a  region 
where  END  is  considered  to  exist  may 
be  imported  onder  the  following  condi- 
tions: 

(1)  Shipment  to  approved  cstahlish- 
ments.  (A)  The  poultry  carcasses  or 
Ikarts  or  products  of  poultry  carcaoBes 
must  be  shipped  from  the  END-free  re- 
gion where  they  originated  in  closed 
containers  sealed  with  serially  num- 
bered seals  applied  by  an  official  of  the 
national  government  of  that  region. 
They  must  be  accompanied  by  a  certifi- 
cate that  is  signed  by  an  official  of 
that  region's  national  government  and 
that  specifies  the  products'  region  of 
origin,  the  processing  establishment  to 
which  the  poultry  carcasses  or  parts  or 
products  of  poultry  carcasses  are  con- 
signed, and  the  numbers  of  the  seals 
applied  to  the  shipping  containers. 

(B)  the  poultry  carcasses  or  parts  or 
products  of  poultry  carcasses  may  be 
removed  from  containers  at  the  proc- 
essing establishment  in  the  region 
where  END  is  considered  to  exist  only 
after  an  official  of  that  region's  na- 
tional government  has  determined  that 
the  seals  are  intact  and  free  of  any  evi- 
dence oi  tampering.  The  official  must 
attest  to  this  fact  by  signing  the  cer- 
tificate accompanying  the  shipment. 

Cii)  Handlinp  of  poultry  carcasses  or 
parts  or  products  of  poultry  carcasses.  Es- 


Veterinary  Services.  National  Center  for  Im- 
port-Export. 1700  River  Road  Unit  38.  River- 
dale,  Maryland  20737-1231. 


tablishments"^  in  regions  where  EiND  is 
considered  to  exist  that  process  poul- 
try cai'casses  or  parts  or  products  of 
poultry  carcasses  for  export  to  the 
United  States: 

(A)  May  not  receive  or  handle  any 
live  poultry. 

(B)  Must  keep  any  records  required 
by  this  section  on  file  at  the  facility 
for  a  period  of  at  least  2  years  after  ex- 
port of  processed  products  to  the 
United  States,  and  must  make  those 
records  available  to  USDA  inspectors 
during  inspections. 

(C)  May  process  poultry  carcasses  or 
parts  or  products  of  poultry  carcasses 
that  originate  in  both  END-free  regions 
and  regions  where  END  is  considered  tO 
exist,  provided  that: 

(i>  All  areas,  utensils,  and  equipment 
likely  to  contact  the  poultry  carcasses 
or  parts  or  products  of  poultry  car- 
casses to  be  processed,  including  skim- 
ming, deboning,  cutting,  and  packing 
areas,  are  cleaned  and  disinfected  be- 
tween processing  poultry  from  regions 
where  END  is  considered  to  exist  and 
poultry  carcasses  or  parts  or  products 
of  poultry  carcasses  from  END-firee  re- 
gions. 

(2)  Poultry  carcasses  or  parts  or 
products  of  poultry  carcasses  intended 
for  export  to  the  United  States  are  not 
handled,  cut.  or  otherwise  processed  at 
the  same  time  as  any  poultry  not  eligi- 
ble for  export  to  the  United  States. 

(1)  Poultry  carcasses  or  parts  or 
products  of  poultry  carcasses  intended 
for  export  to  the  United  States  are 
packed  in  clean  new  packaging  that  is 
clearly  distinguishable  from  that  con- 
taining any  poultry  not  eligible  for  ex- 
port to  the  United  States. 

{4)  Poultry  carcasses  or  parts  or 
products  of  poultry  carcasses  are 
stored  in  a  manner  that  ensures  that 
no  cross-contamination  occurs. 

(iii)  Cooperative  service  agreement.  Op- 
erators of  processing  establishments 
must  enter  into  a  cooperative  service 


*As  a  condition  of  entry  into  the  United 
States,  poultry  or  poultry  products  must 
also  meet  all  of  the  requirements  of  the 
Poultry  Products  Inspection  Act  (21  U.S.C. 
451  et  seq.)  and  regulations  thereunder  (9  CFR 
part  381).  inoludlOR  requirements  that  the 
poultry  or  poultry  products  he  prepared  only 
in  approved  establishmenla. 
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agreement  with  APHIS  to  pay  all  ex- 
penses incurred  by  APHIS  in  inspecting 
the  establliBhment.  APHIS  anticipates 
that  such  inspeotioDB  will  oocnr  once  a 
year.  The  cooperative  service  account 
must  always  contain  a  balance  that  is 
at  least  equal  to  the  cost  of  one  Inspec- 
tion.  APHIS  will  charge  the  coopera- 
tive service  account  for  travel,  salary, 
and  subsistence  of  APHIS  employees, 
as  well  as  administrative  overhead  and 
other  incidental  expenses  (indnding 
excess  baggage  charges  up  to  ISO 
pounds). 

(iv)  Shipment  to  the  United  States. 
Poultry  carcasses  and  parts  or  prod- 
ucts of  poultry  carcasses  to  be  im- 
ported into  the  United  States  must  be 
shipped  from  the  region  where  they 
were  processed  in  closed  containers 
sealed  with  serially  numbered  seals  ap- 
plied by  an  official  of  the  national  gov- 
ernment of  that  region.  The  shipments 
must  be  accompanied  by  a  certificate 
signed  by  an  official  of  the  national 
g-Qvernment  of  the  region  where  the 
poultry  was  processed  that  lists  the 
numbers  of  the  seals  applied  and  states 
that  all  of  the  conditions  of  this  sec- 
tion have  been  met.  A  copy  of  this  cer- 
tificate must  be  kept  on  file  at  the 
processing  establishment  for  at  least  2 
years. 

(6)  Carcasses  or  parts  or  products  of 
carcasses,  of  poultry,  game  birds,  and 
other  birds  that  do  not  otherwise  qual- 
ify for  importation  under  paragraph  (c) 
of  this  section  may  be  imported  only  if 
the  importer  applies  to,  and  is  granted 
a  permit  by,  the  Administrator,  Veteri- 
nary Services  authorizing  such  impor- 
tation. Permission  will  be  given  only 
when  the  Administrator  determines 
that  such  Importation  will  not  con- 
stitute a  risk  of  introduction  or  dis- 
semination of  END  into  the  United 
States.  Application  for  a  permit  may 
be  made  in  accordance  with  paragraph 
(e)  of  this  section. 

(d)  Eggs  (other  than  hatching  eggs) 
from  regions  where  END  or  S.  enteritidis 
is  considered  to  exist.  Eggs  (other  than 
hatching  eggs  6)  from  poultry,  game 
birds,  or  other  birds  may  be  imported 
only  in  accordance  with  this  section  if 
they:  Are  laid  by  poultry,  game  birds. 


^The  requirempnts  for  importinp  hatching 
are  contained  in  Part  92  of  tills  chapter. 


or  other  birds  that  were  raised  in  any 
region  where  END  or  S.  enteritidis, 
phage-type  4,  is  considered  to  exist  (see 
paragraphs  (a)  and  (b)  of  this  section); 
fire  imported  from  any  region  where 
END  or  5.  enteritidis,  phage-type  4,  is 
considered  to  exist;  or  are  moved  into 
or  through  any  region  where  END  or  S. 
enteritidis,  phage-type  4.  is  considered 
to  exist  at  any  time  before  importation 
or  during  shipment  to  the  United 
States.  ^ 

(1)  With  a  certificate.  The  eggs  may  be 
imported  if  they  are  accompanied  by  a 
certificate  signed  by  a  salaried  veteri- 
narian of  the  national  government  of 
the  region  of  origin  and: 

(i)  The  eggs  are  imported  in  cases 
marked  with  the  identity  of  the  flock 
of  origin  and  sealed  with  the  seal  of  1^ 
national  government  of  the  region  of 
origin. 

(ii)  The  certificate  accompanying  the 
eggs  is  presented  to  an  authorised  in- 

spect  oi-  when  the  eggs  reach  the  port  Of 
arrival  in  the  United  States. 

(iii)  The  certificate  identifies  the 
flock  of  origin  and  shows  the  region  of 
origin,  the  port  of  embarkation,  the 
port  of  arrival,  the  name  and  address  of 
the  exporter  and  importer,  the  total 
number  of  eggs,  and  cases  of  eggs, 
shipped  with  the  certificate,  and  the 
date  the  certificate  was  sierned. 

(iv)  The  certificate  states  that  the 
eggs  qualify  fbr  importation  In  accord- 
ance with  this  section. 

(v)  No  more  than  90  days  before  the 
certificate  was  signed,  a  salaried  vet- 
erinary officer  of  the  national  govern- 
ment of  the  region  of  origin  Inspected 
the  flock  of  origin  and  found  no  evi- 
dence of  conomunicable  diseases  of 
poultry. 

(vi)  The  eggs  were  washed,  to  remove 
foreign  material  from  the  surface  of 
the  shells,  and  sanitized  on  the  prem- 
ises of  origin  with  a  hypochlorite  solu- 
tion of  from  100  ppm  to  200  ppm  avail- 
able chlorine. 

(vii)  The  eggs  were  packed  on  the 
premises  of  origin  in  previously  unused 
cases. 

fviii)  Before  leaving  the  premises  of 
origin,  the  cases  in  wliich  the  eggs  were 
I»acked  were  i^ealed  with  a  seal  of  the 
national  government  of  the  region  of 
origin  by  the  salaried  veterinarian  who 
signed  the  certificate. 
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(ix)  And,  if  the  eggs  were  laid  in  any 
region  where  END  is  considered  to 

exist  (see  paragraph  (a)  of  this  section): 

(A)  No  END  occurred  on  the  premises 
of  origin  or  on  adjoining  premises  dur- 
ing the  90  days  before  the  certificate 
was  signed. 

(B)  There  is  no  evidence  that  the 
flock  of  origin  was  exposed  to  BMD  dur- 
ing the  90  dasrs  before  the  certificate 
was  signed. 

(C)  The  eggs  are  from  a  flock  of  ori- 
gin found  free  of  END  in  one  of  the  fol- 
lowing ways: 

(1)  Sentinel  birds''  were  present  in 
the  flock  of  origin  for  at  least  60  days 
before  the  certificate  was  signed.  There 
was  at  least  1  sentinel  bird  per  1,000 
poultry,  with  at  least  30  sentinel  birds 
per  house.  The  sentinel  birds  remained 
free  of  clinical  and  immunological  evi- 
dence of  END  as  demonstrated  by  nega^ 
tive  hemag-glutination  inhibition  tests 
conducted  on  blood  samples  drawn  at 
10-day  intervals  by  a  salaried  veteri- 
nary officer  of  the  national  govern- 
ment of  the  reg-ion  of  origin.  The  tests 
were  conducted  in  a  laboratory  located 
in  the  region  of  origin,  and  the  labora- 
tory was  approved  to  condaot  the  tests 
by  the  national  government  of  that  re- 
gion or; 

(2)  Once  every  week,  beginning  at 
least  60  days  before  the  certificate  was 

signed,  a  salaried  veterinary  officer  of 
the  national  government  of  the  rey:ion 
of  origin  collected  carcasses  of  all  poul- 
try that  died  daring  that  week,  and  the 
carcasses  were  examined  for  END  using 
the  embryonated  egg  inoculation  tech- 
nique. Once  a  month,  beginning  at 
least  00  days  before  the  certificate  was 
signed,  a  salaried  veterinary  officer  of 
the  national  government  of  the  region 
of  origin  collected  tracheal  and  cloacal 
swabs  tpom  not  less  than  10  percent  of 
the  poultry  in  the  flock,  and  the  swabs 
were  tested  for  END.  All  examinations 
and  tests  were  conducted  in  a  labora- 
tory located  in  the  region  of  origin, 
and  the  laboratory  was  approved  to 
conduct  the  tests  and  examinations  by 
the  national  government  of  that  re- 


'For  information  on  sources  of  sentinel 
bit'ds.  contact  the  Animal  and  Plant  Health 
In.speetion  Service.  Veterinary  Services. 
Operational  Support.  4700  River  Road  Unit 
33.  Riverdale.  Maryland  20737-1231. 


gion.  All  results  were  negative  for 

WND. 

(X)  And.  if  the  eggs  were  laid  in  any 
region  where  S.  enteritidis,  phage-type 
4.  is  considered  to  exist  (see  paragraph 
(b)  of  this  section): 

(A)  No  salmonellosis  caused  by  S. 
enteritidis  occurred  on  the  premises  of 
origin  or  on  adjoining  premises  during 
the  90  days  before  the  certificate  was 
signed. 

(B)  There  is  no  evidence  that  the 
flock  of  origin  was  exposed  to  S, 
enteritidis  during  the  90  dasrs  before  the 

certificate  was  signed. 

(C)  The  eggs  are  from  a  flock  of  ori- 
gin fonnd  free  of  S.  enteriiidis  as  fol- 
lows: 

(1)  At  least  60  days  before  the  certifi- 
cate was  signed,  a  veterinary  medical 
officer  of  the  national  government  of 
the  region  of  orl^n  took  a  blood  speci- 
men from  a  representative  sample  of  at 
least  300  poultry  in  each  house,  or,  if 
any  house  contained  fewer  than  300 
poultry,  from  all  the  poultry  in  that 
house.  The  blood  specimens  were  tested 
for  S.  enteritidis  with  Salmonella  pul- 
lorum  or  S.  enteritidis  antigen  using  a 

tube  or  plate  test.  The  tests  were  con- 
ducted in  a  laboratory  located  in  the 
region  of  origin,  and  the  laboratory 
was  approved  to  conduct  the  tests  by 
the  national  government  of  that  re- 
gion. 

(2)  Beginning  the  week  after  the 
flock  was  tested  and  foimd  negative  as 

required  in  pcwagraph  (d)(l)(x)(CXl)  of 
this  section,  and  continuing  once  a 
week  thereafter,  a  salaried  veteri- 
narian of  the  national  government  of 
the  region  of  origin  collected  25  car^ 
casses,  or  10  percent  of  the  carcasses, 
whichever  was  greater,  of  all  the  poul- 
try that  died  in  each  house  during  the 
previous  week.  The  carcasses  were  bao- 
teriologically  examined  and  found  neg- 
ative for  S.  enteritidis.  The  examina- 
tions were  conducted  in  a  laboratory 
located  in  the  region  of  origin,  and  the 
laboratory  was  approved  to  conduct 
the  examinations  by  the  national  gov- 
ernment of  that  region. 

(J)  After  the  blood  specimens  were 
drawn  as  required  In  paragraph 
id)(l>(xKC)(i)  of  this  section,  no  poul- 
try were  added  to  the  flock  of  origin 
until  a  blood  specimen  from  each  was 
tested  for  S.  enteritidis  with  SaimoneiUx 
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pulloTum  or  S.  enteritidis  antig-en  using  a 
plate  or  tube  test,  and  the  specimen 
was  found  negative.  The  tests  were 
conducted  in  a  laboratory  located  In 
the  regrion  of  origin,  and  the  laboratory 
was  approved  to  conduct  the  tests  by 
the  national  government  of  that  re- 
gion. 

(2)  To  an  approved  establishment  for 
breaking  and  pasteurization.  The  eggs 
may  be  imported  if  they  are  moved 
from  the  port  of  arrival  in  the  United 
States,  under  seal  of  the  United  States 
Department  of  Agriculture,  to  an  ap- 
proved establishment  for  breaking  and 
pasteurization.  Establishments  will  be 
approved  when  the  AdminlBtrator  de- 
termines that  pasteurization  and  sani- 
tation procedures  for  handling  the 
eggs,  and  for  disposing  of  egg  shells, 
cases,  and  packing  materials,  are  ade- 
quate to  prevent  the  introduction  of 
END  or  .S.  enteritidis,  phage-type  4,  into 
the  United  States. 

(8)  For  sdentifu  .  educational,  or  re- 
search purposes.  The  ecrcrs  may  be  im- 
ported if  they  are  imported  for  sci- 
entific, educational,  or  research  pur- 
poses and  the  Administrator  has  deter- 
mined  that  the  importation  can  be 
made  under  conditions  that  will  pre- 
vent the  introduction  of  END  or  S. 
enteritidis,  phage-type  4,  into  the 
United  States.  The  esrers  must  be  ac- 
companied by  a  permit  obtained  from 
APHIS  prior  to  the  importation  in  ac- 
cordance with  paragraph  (e)  of  this  sec* 
tion.  and  they  must  be  moved  and  han- 
dled as  specified  on  the  permit  to  pre- 
vent the  introduction  of  END  or  S. 
enteritidis,  phage-type  i,  into  the 
United  States. 

(4)  Other.  The  eggs  may  be  imported 
when  the  Administrator  determines 
that  the  eggs  have  been  cooked  or  proc- 
essed or  will  be  handled  in  a  manner 
that  will  prevent  the  introduction  of 
S>ND  or  S.  enteritidis,  phage-type  4,  into 
the  United  States.  The  eggs  must  be 
accompanied  by  a  permit  obtained 
from  APHIS  prior  to  the  importation 
in  accordance  with  paragraph  (e)  of 
this  section,  and  they  must  be  moved 
and  handled  as  specified  on  the  permit 
to  prevent  the  introduction  of  END  or 
S.  enteritidis,  phage-type  4,  into  the 
United  States. 

(e)  To  apply  for  a  permit,  contact  the 
Animal  and  Plant  Health  Inspection 


Service.  Veterinarj^  Services.  National 
Center  for  Import-Export.  4700  River 
Road  Unit  38,  Riverdale,  Maryland 
20737-1231. 

(Api»roved  by  the  Office  of  Management  and 
Budget  und«r  control  number  0579-0015) 

[39  FR  39546.  Nov.  8. 1974; «  PR  41242.  Nov.  26. 

19741 

ElDiToaiAL  note:  For  Federal  Register  ci- 
tations alTectlng  §94.6.  see  the  List  of  CFR 

Sections  .\ffp<  rrfl,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  GPO  Access. 

§94.7  Disposal  of  animals,  meats,  and 
oHier  artldM  ineUgfblA  Ibr  importa- 
tion. 

(a)  Ruminants  and  swine,  and  fresh 
(chilled  or  frozen)  meats,  prohibited 
importation  under  §S94.1,  94.8,  94.9, 
94.10,  94.12,  94.14,  or  94.18,  which  come 
into  the  United  Statos  by  ocean  vessel 
and  are  offered  for  entry  and  refused 
admission  into  this  country  shall  be 
destroyed  or  otherwise  disposed  of  as 
the  Administrator,  may  direct  pursu- 
ant to  section  306  of  the  Act  of  June  17, 
1930.  as  amended  (19  U.S.C.  1306),  unless 
they  are  exported  hy  the  consignee 
within  48  hours,  and  meanwhile  are  re- 
tained under  such  isolation  and  other 
safeguards  as  the  Administrator,  may 
require  to  prevent  the  Introduction  or 
dissemination  of  livestock  or  poultry 
diseases  into  the  United  States. 

(b)  Ruminants  and  swine,  and  fresh 
(chilled  or  froaen)  meats,  prohibited 
importation  under  §§94.1.  94.8.  94.9. 
94.10.  94.12,  94.14,  or  94.18.  which  come 
into  the  United  States  aboard  an  air- 
plane or  railroad  car  and  are  offered  for 
entry  and  refused  admission  into  this 
country  shall  be  destroyed  or  otherwise 
disposed  of  as  the  Administrator,  may 
direct  pursuant  to  section  306  of  the 
Act  of  June  17.  1930,  as  amended  (19 
U.S.C.  1306),  unless  they  are  exported 
by  the  consignee  within  24  hours  and 
meanwhile  are  retained  under  such  iso- 
lation and  other  safeguards  as  the  Ad- 
ministrator, may  require  to  prevent 
the  introduction  or  dissemination  of 
livestock  or  poultry  diseases  into  the 
United  States. 

(c)  Ruminants  and  swine,  and  fresh 
(chilled  or  frozen)  meats,  prohibited 
importation  under  §§94.1.  94.8,  94.9, 
94.10.  94.12.  94.14.  or  94.18.  which  come 
into  the  United  States  by  any  means 
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other  than  ocean  vessel,  airplane,  or 
railroad  car  and  are  offered  for  entry 

and  refused  admission  into  this  coun- 
try shall  be  destroyed  or  otherwise  dis- 
posed of  as  the  Administrator,  may  di- 
rect pnrstiant  to  section  306  of  the  Act 
of  June  17.  1930.  as  amended  (19  U.S.C. 
1306).  unless  they  are  exported  by  the 
consignee  within  8  hours  on  the  same 
means  of  conveyance  and  meanwhile 
are  retained  under  such  isolation  and 
other  safeguards  as  the  Administrator, 
may  require  to  prevent  the  introduc- 
tion or  dissemination  of  livestock  or 
poultry  diseases  Into  the  United 
States. 

(d)  Ruminants  and  swine,  and  fresh 
(chilled  or  firozen)  meats,  prohibited 
importation  under  §§94.1.  94.8.  94.9. 
94.10,  94.12,  94.14,  or  94.18  which  come 
into  the  United  States  by  any  means 
hut  are  not  offered  for  entry  into  this 
country;  and  other  animals,  meats,  and 
other  articles  prohibited  importation 
under  other  sections  of  this  part  which 
come  Into  the  United  States  by  any 
means,  whether  they  are  offered  for 
entry  into  this  country  or  not,  shall  be 
inmiediately  destroyed  or  otherwise 
disposed  of  as  the  Administrator,  may 
direct  at  any  time  in  accordance  with 
section  2  of  the  Act  of  February  2,  1903, 
as  amended,  or  section  2  of  the  Act  of 
July  2, 1962  (21  U.S.C.  Ill,  Idia). 

[38  FR  2752.  Jan.  30.  1973.  as  ameiKled  at  53 
FR  48520,  Dec.  1.  1988:  62  FR  56022.  Oct.  28. 
1997] 

$  94^  Pork  and  pork  products  from  re- 
gions where  AfHcan  swine  fever  ex- 
ists or  is  reasomaUy  believed  to 

exist. 

African  swine  fever  exists  or  the  Ad- 
ministrator has  reason  to  believe  that 
Afirican  swine  fever  exists*  in:  All  the 


"The  Administrator  bases  the  reason  to  be- 
lieve African  swine  fever  exists  In  a  region 
the  following  factors:  (1)  When  a  rei?ion  al- 
lows the  importation  of  host  animals,  pork 
or  pork  products,  or  vectors  of  AfHcan  swine 
fevei"  from  a  region  in  which  Afiican  swine 
fever  exists  under  conditions  which  the  Ad- 
ministrator has  determined  are  less  strln- 
i^ent  than  tlv  si-  prescribed  by  this  chapter 
for  importinif  host  animals,  pork  or  pork 
prodncts.  or  vectors  of  Aftican  swine  fever 
into  the  United  States  Honi  a  region  in 
which  African  swine  fever  exists;  or  (2)  When 
a  region  allows  the  importation  or  use  of  Af- 
rican swine  fever  virus  or  cnltures  under 


countries  of  Africa,  Brazil,  Cuba,  Haiti, 
Malta,  and  the  Island  of  Sardinia, 

Italy. 

(a)  No  pork  or  pork  products  may  be 
imported  into  the  United  States  from 
any  re^on  listed  in  this  section  unless: 

(1)  Such  pork  or  pork  product  has 
heen  fully  cooked  by  a  commercial 
method  in  a  container  hermetically 
sealed  promptly  after  filliner  but  before 
such  cooking:,  so  that  such  cooking  and 
sealinir  produced  a  fully-.sterilized 
product  which  is  shelf-stable  without 
refrigeration;  or 

(2)  Such  pork  or  pork  product  is  not 
otherwise  prohibited  importation 
under  this  part  and  is  consigned  di- 
rectly f^om  the  port  of  arrival  in  the 
United  States  to  a  meat  processing  es- 
tablishment operating:  under  Federal 
meat  inspection,  approved  by  the  Ad- 
ministrator, for  further  processiiig  of 
such  pork  or  pork  product  by  heat. 

(3)  Such  pork  or  pork  product: 

(i)  Was  processed  In  a  single  estab- 
lishment that  meets  the  requirements 
in  paragraph  (a)(4). 

(ii)  Was  heated  by  other  than  a  flash- 
heating  method  to  an  internal  tem- 
perature of  at  least  08  *c.  (166  *F.) 
throughout  after  the  bones  had  heen 
removed. 

(iii)  Is  accompanied  to  the  United 
States  by  an  original  certificate  stat- 
ing that  all  of  the  requirements  of  this 
section  have  been  met.  The  certificate 
must  be  written  in  English.  The  certifi- 
cate must  be  issued  by  an  official  of 
the  national  government  of  the  region 


conditions  which  the  Administrator  has  de- 
termined are  less  stringent  than  those  pre- 
scribed hy  this  chapter  for  the  importation 
or  use  of  African  swine  fever  virus  or  cul- 
tures into  or  within  the  United  States:  or  (8) 
When  a  region  has  a  contig-uous  border  with, 
or  is  subject  to  commercial  exchange  or  nat- 
ural spread  of  African  swine  fever  host  ani- 
mals, host  materials,  oi  vet-tors  With,  an- 
other region  with  known  outbreaks  of  Afri- 
can swine  fever:  or  (4)  A  re^on's  lack  of  a 
di.sease  detection,  control  or  reporting  sys- 
tem capable  of  detecting  or  controlling  Afri- 
can swine  fever  and  reporting  it  to  the 
United  States  in  time  to  allow  the  United 
States  to  take  appropriate  action  to  prevent 
the  introduction  of  AfHcan  swine  fever  into 
the  United  States;  or.  f5i  Any  other  fact  or 
circumstance  found  to  exist  which  con- 
stitutes a  risk  of  introduction  of  African 
swine  fever  into  the  United  States. 
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in  which  the  proLessinu-  establishment 
is  localed.  The  offit  ial  must  bp  author- 
ized to  issue  the  foreign  meat  inspec- 
tion certificate  required  by  part  327  of 
chapter  III  of  this  title.  Upon  arrival  of 
the  pork  or  pork  products  in  the 
United  States,  the  certiiicale  must  be 
presented  to  an  authorized  Inspector  at 
the  port  of  arrival. 

(4)  The  processing-  establishment'*  in 
a  region  listed  in  this  section  must 
comply  with  the  followingr  require- 
ments: 

(i)  All  areas,  utensils,  and  equipment 
likely  to  contact  the  pork  or  pork 
products  to  be  processed,  including 
skinning,  deboning,  cutting,  and  pack- 
ing areas,  and  related  utensils  and 
equipment,  must  be  cleaned  and  dis- 
infected after  processing  pork  or  pork 
products  not  eligible  for  export  to  tlie 
United  States  and  before  processing 
any  pork  or  pork  products  eligible  for 
export  to  the  United  States. 

(ii)  Pork  or  pork  products  eligible  for 
export  to  the  United  States  may  not  be 
handled,  cut,  or  otherwise  processed  at 
the  same  time  as  any  pork  or  pork 
products  not  eligible  for  eiq>ort  to  the 
United  States. 

(iii)  Pork  or  pork  products  eligible 
for  export  to  the  United  States  must  be 
packed  in  clean  new  packaging  that  Is 
clearly  distinguishable  from  that  con- 
taining any  pork  or  pork  products  not 
eligible  for  export  to  the  United  States. 

(b)  Pork  or  pork  products  consignt  d 
from  the  port  of  arrival  to  an  approved 
establishment  under  the  provisions  of 
paragraph  (a)(2)  of  this  section  shall  be 
moved  from  the  port  of  trrival  to  the 
approved  establishment  under  Customs 
seals  or  seals  of  the  Administrator,  and 
shall  be  otherwise  handled  as  the  Ad- 
ministrator, may  direct  in  order  t  o 
guard  against  the  inti-odurtion  and  dis- 
semination of  the  contagion  of  African 
swine  fever.  Seals  applied  tmder  this 

aaotion  shall  not  be  broken  except  by 
persons  authorised  to  do  so  by  the  Ad- 
ministrator. 


*As  a  condition  of  pnti  \  into  the  United 
States,  pork  or  pork  produc  ts  must  also 
meet  all  ol  the  i'equirement.s  of  the  Federal 
Meat  Inspection  Act  (21  U.S.C.  601  e(  seq.  >  and 
regulations  thereunder  (9  CFR.  (  haprer  III. 
part  327),  including  requirements  that  the 
pork  or  pork  products  be  prepared  only  in 
approved  establishments. 


§94.9 

(c)  Pork  or  pork  products  imported 
into  the  United  States  from  a  resrion 
listed  in  this  section  which  do  not  meet 
the  requirements  specified  in  this  sec- 
tion shall  be  seized,  quarantined,  and 
disposed  of  as  the  Administrator,  may 
direct  in  order  to  guard  against  the  in- 
troduction and  dissemination  of  the 
contagion  of  the  disease. 

(Approved  by  the  Office  of  Management  and 
Budget  under  oontrol  number  0879-0015) 

[28  FR  58Q0.  June  IS.  1968] 

BOITORIAL  Note:  For  Frdf.r.\l  Register  ci- 
tations affecting  §94.8.  see  the  List  of  CFR 
Sections  Affected,  which  appeus  in  the 
Finding  Aids  section  of  the  printed  volnme 

and  on  GPO  Access. 

§94.9  Pork  and  pork  products  from  re- 
gions where  hog  cnolera  exists. 

(a)  Hog  cholera  is  known  to  exist  in 
all  regions  of  the  world  except  Aus- 
tralia; Canada;  Denmark;  England,  ex- 
cept for  East  Anglia  (Essex,  Norfolk, 
and  Suffolk  counties);  Fiji;  Finland; 
Iceland:  Isle  of  Man;  New  Zealand; 
Northern  Ireland;  Norway;  the  Repub- 
lic of  Ireland;  Scotland;  Sweden:  Trust 
Territory  of  the  Pacific  Islands;  and 
Wales." 

(b)  No  pork  or  pork  product  may  be 
Imported  into  the  United  States  from 
any  region  where  hog  cholera  is  known 
to  exist  unless  it  complies  with  the  fol- 
lowing requirements: 

(1)  Such  pork  or  pork  product  has 
been  treated  in  accordance  with  one  of 
the  following  procedures: 

(i)  Such  pork  and  pork  product  has 
been  fully  cooked  by  a  commercial 
method  in  a  container  hermetically 
sealed  promptly  after  filling  but  before 
such  cooking,  so  that  such  cooking  and 
sealing  produced  a  fully  sterilized  prod- 
uct which  is  shelf-stable  without  re- 
frigeration; 

(ii)  Such  pork  or  pork  product  is  in 
compliance  with  the  following  require- 
ments: ' 

(A)  All  bones  were  completely  re- 
moved prior  to  cooking;  and 

(B)  Such  pork  or  pork  product  was 
heated  by  other  than  a  flash-heating 


*°See  also  other  provisions  of  this  port  and 
par  ts  92.  95.  and  96  of  this  chapter,  and  327  of 
this  title  for  other  prohibitiom  and  restric- 
tions upon  importation  of  swine  and  swine 
products. 
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method  to  an  internal  temperature  of 
69  °C.  ilnfi  F.)  throutrhout:  or 

(iii)  Such  pork  or  pork  product  is  in 
compliance  with  the  following  require- 
ments: 

(A^  All  bouts  have  beon  completely 
removed  in  the  region  ol  origin,  and 

(6)  The  meat  has  been  held  In  an 
unfiozen.  fresh  condition  for  at  least  3 
(lays  i  nitntMliii '  ely  followinir  the  slaug-h- 
ter  ol  the  animals  from  which  it  was 
derived,  and 

(C)  The  meat  has  been  thoroughly 
cured  and  fully  dried  for  a  period  of  not 
less  than  90  days  so  that  the  product  is 
shelf  stable  without  refrigeration:  Pro- 
vided, That  the  period  of  curing  and 
drsring  shall  be  45  days  if  the  pork  or 
pork  product  is  accompanied  to  the 
processing  establishment  by  a  certifi- 
cate of  aji  official  of  the  national  gov- 
ernment of  a  hog  cholera  firee  region 
which  specifies  that: 

(1)  The  pork  involved  originated  in 
that  region  and  the  pork  or  pork  prod- 
uct was  consiq-ned  tO  a  processing  es- 
tablishment m  (a  region 
not  listed  in  paragraph  (a)  of  this  sec- 
tion as  free  of  hog  cholera),  in  a  closed 

container  sealed  by  the  national  veteri- 
nary authorities  of  the  hog  cholera  free 
region  by  seals  of  a  serially  numbered 
tjrpe;  and 

(2)  The  numbers  of  the  seals  used 
were  entered  on  the  meat  inspection 
certificate  of  the  hog  cholera  free  re- 
gion which  accompanied  the  shipment 
from  such  free  reK-ion:  And.  provided 
further,  That  the  certificate  required 
by  paragraph  (b)(3)  of  this  section  also 
states  that:  The  container  seals  speci- 
fied in  parairraph  (b)(l)(iiiKC)(;)  of  this 
section  were  found  intact  and  free  of 
any  evidence  of  tampering  on  arrival  at 
the  processing  establishment  by  a  na- 
tional veterinary  inspector:  and  the 
processing  establishment  from  which 
the  pork  or  pork  product  is  shipped  to 
the  United  States  does  not  receive  or 
process  any  live  swine,  and  uses  only 
pork  or  pork  product  which  originates 
In  regions  listed  in  paragraph  (a)  of 
this  section  as  free  of  hog  cholera  and 
processes  all  such  pork  or  pork  prod- 
ucts in  accordance  with  paragraph 
(b)(l)(i),  (ii),  or  (ill)  of  this  section. 

(2)  Articles  under  paragraph  (b)(l)(ii) 
or  (iii)  of  this  section  were  prepared  in 
an  inspected  establishment  that  is  eli- 


gible to  have  its  products  Imported 
into  the  United  States  under  the  Fed- 
eral Meal  Inspection  Act  and  §327.2  of 
this  title;  and, 

(3)  In  addition  to  the  foreign  meat  in- 
spection certificate  required  by  §327.4 
of  this  title,  pork  and  pork  products 
prepared  under  paragraph  (b)(l)<ii)  or 
(iii)  of  this  section  shall  be  accom- 
panied by  a  certificate  that  states  that 
the  provisions  of  paragraph  (b)(l)(ii)  or 
(iii)  of  this  section  have  been  met.  This 
certificate  shall  be  issued  by  an  official 
of  the  national  government  of  the  re- 
gion of  origin  who  is  authorized  to 
issue  the  forei^rn  meat  inspection  cer- 
tificate required  by  §327.4  of  this 
title.i^  Upon  arrival  of  the  pork  or  pork 
products  in  the  United  States,  the  cer- 
tificate must  be  presented  to  an  au- 
thorized inspector  at  the  port  of  ar- 
rival. 

(4)  Small  amounts  of  pork  or  pork 
product,  subject  to  the  restrictions  in 
this  section,  may  in  specific  cases  be 
imported  for  purposes  of  exai^ii nation, 
testing,  or  analysis  if  the  importer  ap- 
plies for  and  receives  written  approval 
for  such  Importation  from  the  Admin- 
istrator. Approval  will  be  grranted  only 
when  the  Administrator  determines 
that  the  articles  have  been  processed 
by  heat  in  a  manner  so  that  such  Im- 
portation will  not  endanger  the  live- 
stock of  the  United  States. 

(c)  Thoroug-hly  cured  and  fully  dried 
pork  and  pork  products  from  regions 
where  both  hog  cholera  and  swine  ve- 
sicular disease  are  known  or  considered 
to  exist  need  not  comply  with  para- 
graph (b)U)(iii)  of  this  section  If  they 
are  In  compliance  with  the  provisions 
of  i94.12(b)(l)((iii)  of  this  part. 

(Approved  by  the  Offlloe  of  Management  and 
Budget  under  control  number  0579-0015) 

[37  FR  21149,  Oct.  6, 1972] 

EDrroui.JiL  Note:  For  FEDERAL  REGISTER  ci- 
tation? affectinK  §94.9.  see  the  Li.st  of  CFR 
Sections  Affected,  which  appeai-s  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  GPO  AccesB. 


^'The  certification  required  may  be  placed 
on  the  foreifn  meat  inspection  certificate 

prescriiiod  by  §327.4  Of  this  title  or  may  be 
contained  in  a  separate  document. 
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S  94*10  Swine  from  regkms  wliere  hog 

cholera  exists. 

(a)  Hoer  cholera  is  known  to  exist  in 
all  regions  of  the  world  except  Aus- 
tralia; Canada;  Denmark;  England,  ex- 
cept for  East  Anglia  (Essex.  Norfolk, 
and  Suffolk  counties);  Fiji;  Finland; 
Iceland;  Isle  of  Man;  New  Zealand: 
Northern  Ireland;  Norway;  the  Repub- 
lic of  Ireland;  Scotland;  Sweden;  Trust 
Territory  of  the  Pacific  Islands;  and 
Wales.  No  swine  which  are  moved  from 
or  transit  any  region  in  which  hog 
cholera  is  known  to  exist  may  be  im- 
ported into  the  United  States  except 
wild  swine  imported  into  the  United 
States  in  accordance  with  paragraph 
(b)  of  this  section. 

(b)  Wild  swine  may  be  allowed  impor- 
tation into  the  United  States  by  the 
Administrator  upon  request  in  specific 
cases  under  S  93.504(c)  or  (93.601  of  this 
chapter. 

[54  FR  7394.  Feb.  21.  1989.  a.-  aiiienaed  at  54 
FR  13053.  Mar.  30.  1989:  55  FR  31558.  Aug.  2. 
1990;  58  FR  11367.  Feb.  25.  1993;  61  FR  40293. 
Auk.  2.  1996:  62  FR  8868.  Feli.  27.  1997;  62  FR 
28620.  May  27.  1997;  62  FR  43925.  Aug.  18.  1997: 
62  FR  56022.  Oct.  28.  1997;  65  FR  56775,  Sept. 

ao.aoQoi 

§94.11  Restrictions  on  importation  of 
meat  and  other  animal  produets 
from  specified  re^ons. 

(a)  Austria.  The  Bahamas.  Belgium, 
Channel  Islands,  Chile,  Czech  Republic, 
Denmark,  Estonia,  Finland,  France, 
Germany,  Greece,  Hungary.  Ireland. 
Italy.  Japan.  Luxembourg,  The  Nether- 
lands, Norway,  Papua  New  Guinea,  Po- 
land, Portugal,  Spain,  Sweden,  Swit- 
zerland, and  the  United  Kingdom, 
which  are  declared  in  §  94.1(a)(2)  to  be 
free  of  rinderpest  and  foot-and-mouth 
disease,  supplement  their  national 
meat  supply  by  the  importation  of 
fresh  (chilled  or  frozen)  meat  of 
ruminants  or  swine  from  regions  that 
are  designated  in  §  94.1(a)  to  be  infected 
with  rinderpest  or  foot-and-mouth  dis- 
ease; or  have  a  common  land  border 
with  regions  designated  as  infected 
with  rinderpest  or  foot-and-mouth  dis- 
ease; or  import  ruminants  or  swine 
from  regions  designated  as  infected 
with  rinderpest  or  foot-and-mouth  dis- 
ease under  conditions  less  restrictive 
than  would  be  acceptable  for  importa- 
tion into  the  United  States.  Thus,  even 


though  this  Department  has  declared 
such  regions  tn  >)e  free  of  rinderpest 
and  foot-and-mouth  disease,  the  meat 
and  other  animal  products  produced  in 
such  free  regions  may  be  comminirled 
with  the  fresh  (chilled  or  frozen)  meat 
of  animals  from  an  infected  region,  re- 
sulting in  an  undue  risk  of  introducing 
rinderpest  or  foot-and-mouth  disease 
into  the  United  States.  Therefore, 
meat  of  ruminants  or  swine,  and  other 
animal  products,  and  ship  stores,  air- 
plane meals,  and  baggage  containing 
such  meat  or  animal  products  origi- 
nating in  the;£ree  regions  listed  in  this 
section  shall  not  be  imported  into  the 
United  States  unless  the  followine  re- 
quirements in  addition  to  other  appli- 
cable requirements  of  chapter  m  of 
this  title  are  met.  However,  meat  and 
meat  products  which  meet  the  require- 
ments of  §94.4  do  not  have  to  comply 
with  the  requirements  of  this  section. 
As  used  in  thi^  section  the  term  **other 
animal  inodutt"  means  all  parts  of  the 
carcass  of  any  ruminant  or  swine, 
other  than  meat  and  articles  regulated 
under  part  95  or  96  of  this  chapter. 

(b)  All  meat  or  other  animal  product 
ftom  such  regions,  whether  in  personal- 
use  amounts  or  commercial  lots  (ex- 
cept that  which  has  been  fully  cooked 
by  a  commercial  method  in  a  container 
hermetically  sealed  promptly  after  fill- 
ing but  before  such  cooking  and  sealing 
produced  a  fully  sterilized  product 
which  is  shelf-stable  without  refrigera- 
tion) shall  have  been  prepared  only  in 
an  inspected  establishment  that  is  eli- 
gible to  have  its  products  imported 
into  the  United  States  under  the  Fed- 
eral Meat  Inspection  Act  (21  U.S.C.  601 
et  seq.)  and  the  regulations  in  §327.2. 
chapter  m  of  this  title,  issued  there- 
under, and  shall  be  accompanied  by  a 

Dep.irt  inent  approved   me.-vt  insppftion 

certificate  prescribed  in  §327.4  in  chap- 
ter m  of  this  title,  or  similar  certifi- 
cate approved  by  the  Administrator,  as 
adequate  to  effectuate  the  purposes  of 
this  section,  regardless  of  the  purpose 
or  amount  of  product  in  the  shipment. 

(c)  Additional  cerUftcaUon.  Meat  of 
ruminants  or  swine  or  other  animal 
products  from  regions  designated  in 
paragraph  (a)  of  this  section  must  be 
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accompanied  by  additional  certifi- 
cation by  a  full-time  salaried  veteri- 
nary official  of  the  agency  in  the  na- 
tional government  that  is  responsible 
for  the  health  of  the  animals  within 
that  region.  Upon  arrival  of  the  meat 
of  ruminants  or  swine  or  other  animal 
product  in  the  United  States,  the  cer- 
tification must  be  presented  to  an  au- 
thorized inspector  at  the  port  of  ar- 
rival. The  certification  must  grive  the 
name  and  official  establishment  num- 
ber of  the  establishment  where  the  ani- 
mais  were  slaofirhtered,  and  shall  state 
that: 

(1)  The  slaughtering  establishment  Is 
not  permitted  to  receive  anlmiUs  that 

originated  in.  or  have  ever  been  in.  or 
that  have  been  aboard  a  means  of  con- 
veyance at  the  time  such  means  of  con- 
ve3rance  called  at  or  landed  at  a  port 
in,  a  region  listed  in  § 94.1(a)  as  a  region 
infected  with  rinderpest  or  foot-and- 
mouth  disease; 

(2)  The  slaughtering  establishment  is 
not  permitted  to  receive  meat  or  other 
animal  products  derived  from 
ruminants  or  swine  which  originated  in 
such  a  rinderpest  or  foot-and-mouth 
disease  infected  reg-ion.  or  meat  or 
other  animal  products  from  a  rinder- 
pest and  foot-and-mouth  disease  free 
region  transported  through  a  rinder- 
pest or  foot-and-mouth  disease  infected 
region  except  in  containers  sealed  with 
serially  numbered  seals  of  the  National 
Gtovemmoit  of  the  noninfected  r^on 
of  origin: 

(3)  The  meat  or  other  animal  product 
covered  by  the  certificate  was  derived 

from  animals  born  and  raised  in  a  re- 
gion listed  in  §94. 1(a)(2)  as  free  of  rin- 
derpest and  foot-and-mouth  disease  and 
the  meat  or  other  animal  product  has 
never  been  in  any  region  in  which  rin- 
derpest or  foot-and-mouth  disease  ex- 
isted; 

(4)  The  meat  or  other  animal  product 

has  been  processed,  stored,  and  trans- 
ported to  the  means  of  conveyance  that 
will  bring  the  article  to  the  United 
States  in  a  nimner  to  preclude  its 
being  commingled  or  otherwise  in  con- 
tact with  meat  or  other  animal  prod- 
ucts that  do  not  comply  with  the  con- 
ditions contained  in  this  certificate. 

(Approved  by  the  Offlce  of  Management  and 
Budfiret  under  control  number  0579-(X)15) 

[38  FR  2752.  Jan.  30. 1973] 


BDrroRiAL  Note:  For  Federal  Register  ci- 

tation.'?  affecting  §94.11.  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  OPO  Aooeas. 

§94.12  Poffk  and  pork  products  from 
regions  where  swine  veeimlar  die- 
ease  exists. 

(a)  Swine  vesicular  disease  is  consid- 
ered to  exist  in  all  regions  of  the  world 
except  Australia,  Austria,  The  Baha- 
mas. Belgium.  Bulgaria.  Canada.  Cen- 
tral American  regions.  Chile,  Denmark. 
Dominican  Republic,  Fiji,  Finland, 
France,  Germany,  Great  Britain  (Eng- 
land. Scotland.  Wales,  and  the  Isle  of 
Man).  Greenland,  Haiti,  Hungary,  Ice- 
land, Luxembourg,  Mexico,  The  Neth- 
erlands, New  Zealand,  Northern  Ire- 
land, Norway.  Panama.  Portueral.  Re- 
public of  Ireland.  Romania.  Spain, 
Sweden,  Switzerland,  Trust  Territories 
of  the  Pacific  Islands,  and  Tn^oslavia. 

(b)  No  pork  or  pork  product  may  be 
imported  into  the  United  States  from 
any  region  where  swine  vesicular  dis- 
ease is  known  to  exist  unless  It  com- 
plies with  the  followinsr  requirements 
and  it  is  not  otherwise  prohibited  im- 
portation into  the  United  States  under 
this  part: 

(I)  Such  pork  or  pork  product  has 
been  treated  in  accordance  with  one  of 
the  following  procedures: 

(i)  Such  pork  or  pork  product  has 
been  fully  cooked  by  a  commercial 
method  in  a  container  hermetically 
sealed  promptly  after  filling,  but  be- 
fore snch  cooking,  so  that  such  cooking 
and  sealini.'^  produced  a  fully  sterilized 
product  which  is  shelf-stable  without 
refrigeration. 

(II)  Such  pork  or  pork  product  is  In 
compliance  with  the  followinsr  require- 
ments: 

(A)  All  bones  were  completely  re- 
moved prior  to  cooking;  and 

(B)  Such  pork  or  pork  product  re- 
ceived heat  treatment  in  a  commer- 
cially accepted  manner  used  for  perish- 
able canned  pork  products  so  that  it 
reached  an  internal  temperature  of  69 
"C.  (156  °F.)  throughout . 

(iii)  Such  pork  or  pork  product  if 
cured  and  dried  is  in  compliance  with 
the  followlnir  requirements: 

<A)  All  bones  have  been  completely 
removed  in  the  region  of  origin,  and 
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(B)  Such  pork  or  pork  products  shall 
be  consigrned  directly  from  the  port  of 
entry  in  the  United  States  to  a  meat 
processing  estabUsliment  operating 
under  Federal  meat  inspection  and  ap- 
proved by  the  Administrator.''^  for 
heating  to  an  internal  temperature  of 
106  *F.  During  movement  from  the  port 
of  entry  to  the  meat  proceeaing  estab- 
lishment, the  pork  or  pork  products 
must  be  moved  under  Department  seals 
or  seals  of  the  the  U.S.  Oustoms  Serv- 
ice, and  shall  be  otherwise  handled  as 
the  Administrator  may  direct  in  order 
to  guard  against  the  introduction  and 
dissemination  of  swine  vesicnlar  dis^ 
ease.  Seals  applied  under  this  section 
may  not  be  broken  except  by  persons 
authorized  by  the  Administrator  to  do 
so. 

(iv)  Such  pork  or  pork  product,  if  It 
originated  in  a  swine  vesicular  disease 
free  region,  has  been  cured  and  dried 
and  is  in  compliance  with  the  following 
requirements: 

(A)  All  bones  have  been  completely 
removed,  either  in  the  region  of  origin 
or  in  the  region  where  the  pork  or  pork 
products  are  processed;  and 

(BHD  Such  pork  or  pork  product  is 
accompanied  from  the  swine  vesicular 
disease  tree  region  of  origin  to  the 
processing  establishment  in  the  swine 
vesicular  disease  infected  region  by  a 
certificate  signed  by  an  official  of  the 
National  Government  of  the  swine  ve- 
sicular disease  free  region  of  origin 
specifying  that  the  pork  or  pork  prod- 
uct involved  originated  in  that  region 
and  the  pork  or  pork  product  was  con- 
signed to  a  processing  establishment  in 
 (a  region  not  listed  in  para- 


"The  names  and  addresses  of  approved  es- 
tablishmrats  may  be  obtained  from,  and  re- 
quest  for  approval  of  any  establishment  may 
be  made  lo.  the  Animal  and  Plant  Health  In- 
spection Service,  Veterinary  Services.  Na- 
tional Center  for  Import-Export.  4700  River 
Road  Unit  38.  Rlverdale.  Maryland  20737-1231. 
Establishments  will  be  approved  only  if  the 
Administrator  determines  that  the  imported 
articles  will  be  so  handled  at  the  establish- 
ment as  to  prevent  the  introduction  and  dls- 
aemination  of  livestock  or  poultry  diseases 
into  the  United  States.  Approval  of  any  es- 
tablishment may  be  refused  or  withdrawn 
only  after  the  operator  thereof  has  been 
given  notice  of  the  proposed  action  and  has 
had  an  opportunity  to  present  his  views 
thereon. 


graph  (a)  of  this  section  as  tree  of 
swine  vesicular  disease),  in  a  closed 
container  sealed  by  the  national  veteri- 
nary authorities  of  the  swine  vesicular 
disease  free  region  of  origin  by  seals  of 
a  serially  numbered  type.  The  numbers 
of  these  seals  shall  be  entered  on  this 
certificate;  and 

(2)  The  certificate  required  by  para- 
graph (b)(3)  of  this  section  shall  also 
state  that: 

(1)  The  container  seals  specified  in 
paragraph  (bXlXivXBK/)  of  this  section 
were  found  intact  and  free  of  any  evi- 
dence of  tampering  on  arrival  at  the 
processing  establishment  in  the  swine 
vesicular  disease  infected  region  by  a 
national  veterinary  inspector  of  that 
region, 

(ii)  The  processing  establishment 
from  which  the  pork  or  pork  product 

was  shipped  to  the  United  States  does 
not  receive  or  process  any  live  swine, 
and  uses  only  pork  or  pork  products 
which  originate  in  regions  listed  In 
paragraph  (a)  of  this  section  as  tree  of 
swine  vesicular  disease;  and 

(Hi)  That  such  establishment  proc- 
esses all  such  pork  or  pork  products  in 
accordance  with  paragraph  (b)(l)(l), 
(ii).  (iii>  or  (iv)  of  this  section. 

(V)  Such  pork  or  pork  product  is  in 
compliance  with  the  following  require- 
ments: 

(A)  All  bones  were  completely  re- 
moved prior  to  cooking;  and 

(B)  Such  pork  or  pork  product  re- 
ceived continual  heat  treatment  in  an 
oven  for  a  minimum  of  10  hours  so  that 
it  reached  an  internal  temperature  of 
65  ''C.  (149  "F.)  throughout.  The  oven 
temperature  started  at  a  minimum  of 
62  °C.  (143.6  °F.)  and  reached  at  least  85 
^^C.  (185  °F.). 

(2)  Articles  under  paragraph  (b)(l)(ii), 
(ili)  or  (iv)  of  this  section  were  pre- 
pared in  an  inspected  establishment 
that  is  eligible  to  have  its  products  im- 
ported into  the  United  States  under 
the  Federal  Meat  Inspection  Act  and 
the  regulations  In  §327.2  in  chapter  lU 
of  this  title. 

(8)  m  addition  to  the  foreign  meat  in- 
spection certificate  required  in  §327.4 
of  this  title,  pork  or  pork  products  pre- 
pared under  paragraph  (b)(,l)(ii),  (iii)  or 
(iv)  of  this  section  shall  be  accom- 
panied by  certification  that  paragraph 
(b)(l)(ii),  (b)(l)(lii)(A).  or  (b)(l)(iv)(B)(2) 
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of  this  section  has  been  met.  Tlie  cer- 
tification shall  be  issued  by  an  official 
of  the  national  government  of  the  re- 
irion  of  origin  who  is  authorized  to 
issue  the  foreign  meat  inspection  cer- 
tificate required  by  §327.4  of  this 
title. Upon  arrival  of  the  pork  or  pork 
products  in  the  United  States,  the  cer> 
tificate  must  be  presented  to  an  au- 
thorized inspector  at  the  port  of  ar- 
rival. 

(4)  Small  amounts  of  pork  or  pork 

product  subject  to  the  restrictions  of 
this  section,  may  in  specific  cases  be 
imjKjrted  for  purposes  of  examination, 
testing,  or  analysis.  If  the  importer  ap- 
plies  for  and  receives  written  approval 
for  such  importation  from  the  Admin- 
istrator, authorizing  such  importation. 
Approval  will  be  granted  only  when  the 
Administrator  determines  that  the  ar- 
ticles have  been  processed  by  heat  in  a 
manner  so  that  such  importation  will 
not  endanger  the  livestock  of  the 
United  States. 

(Approved  by  the  Office  of  Manairement  and 
Budget  uiulei-  control  number  0579-0015) 

[38  FR  20610.  Aur.  2.  1973] 

Editorial  Note:  For  FEUEiiAU  Reoistkh  ci- 
tations  afrectlng  §94.12.  see  the  List  of  CFR 
Sections  Affected,  which  appeai-s  in  the 
Finding  Aids  section  of  the  printed  volome 
and  on  GPO  Access. 

S  94.1.3    Restrictions  on  importation  of 

gork  or  povk  pwduets  fram  peel- 
ed regions. 

Austria.  The  Bahamas.  Belgium,  Bul- 
garia, Chile,  Denmark,  France,  Ger- 
many, Oreat  Britain  (England,  Scot> 
land,  Wales,  and  the  Isle  of  Man).  Hun- 
gary. Luxembourg-.  The  Netherlands, 
Northern  Ireland.  Portugal,  Republic  of 
Ireland,  Spain,  Switzerland,  and  Yugo- 
slavia, which  are  declared  to  be  free  of 
swine  vesicular  disease  in  § 94.12(a),  are 
regions  that  either  supplement  their 
national  pork  supply  by  the  importa- 
tion of  fresh  (chilled  or  frozen)  pork 
from  regions  where  swine  vesicular  dis- 
ease is  considered  to  exist;  have  a  com- 
mon border  with  such  regions:  or  have 
certain  trade  practices  that  are  less  re- 
strictive than  are  acceptable  to  the 
United  States.  Thus,  the  pork  or  pork 
products  produced  in  such  regions  may 
be  commingled  with  £resh  (chilled  or 


MSee  footnote  10  in  §94.9  of  this  part. 


frozen)  meat  of  animals  from  a  region 
where  swine  vesicular  disease  is  consid- 
ered to  exist  resulting  in  an  undue  risk 
of  swine  vesicular  disease  introduction 
into  the  United  States.  Therefore,  pork 
or  pork  products  and  shipstores.  air- 
plane meals,  and  baggage  containing 
such  pork,  other  than  those  aittoles 
regulated  under  part  95  or  part  96  of 
this  chapter,  produced  in  such  regions 
shall  not  be  brought  into  the  United 
States  unless  the  following  require- 
ments are  met  In  addition  to  other  ap- 
plicable requirements  of  part  327  of  this 
title: 

(a)  All  such  pork  or  pork  products, 

except  those  treated  in  accordance 
with  §94.12(b)(l)(i)  of  this  part,  shall 
have  been  prepared  only  in  inspected 
establishments  that  are  eligible  to 
have  their  products  imported  into  the 
United  States  under  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  601  et  seq.)  and 
under  f 327.2  of  this  title  and  shall  be 
accompanied  by  the  foreign  meat  in- 
spection certificate  required  by  §327.4 
of  this  title.  Upon  arrival  of  the  pork 
or  pork  products  in  the  United  States, 
the  foreigrn  meat  inspection  certificate 
must  be  presented  to  an  authorized  in- 
spector at  the  port  of  arrival. 

(b)  Unless  su<di  pork  or  pork  products 
are  treated  according  to  one  of  the  pro- 
cedures described  in  §94. 12(b)  of  this 
part,  the  pork  or  pork  products  must 
be  accompanied  by  an  additional  cer- 
tificate issued  by  a  full-time  salaried 
veterinary  official  of  the  agency  in  the 
national  government  responsible  for 
the  health  of  the  animals  within  that 
region.  Upon  arrival  of  the  pork  or 
pork  products  in  the  United  States,  the 
certificate  must  be  presented  to  an  au- 
thorised inspector  at  the  port  of  ar- 
rival. The  certificate  shall  state  the 
name  and  official  establishment  num- 
ber of  the  establishment  where  the 
swine  involved  were  slauflrhtered  and 
the  pork  was  processed.  The  certificate 
shall  also  state  that: 

(1)  The  slaughtering  establishment  is 
not  permitted  to  receive  animals  that 
originated  in,  or  have  ever  been  in  a  re- 
gion listed  in  §94, 12(a)  as  a  region  in 
which  swine  vesicular  disease  is  consid- 
ered to  exist; 

(2)  The  slaughtering  establishment  is 
not  permitted  to  receive  pork  derived 
from  swine  which  originated  in  such  a 
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regrion  or  pork  from  swine  from  a  swine 
vesicular  disease  free  region  wMcli  has 
been  transported  through  a  region 
where  swine  vesicular  disease  is  consid- 
ered to  pxist  except  pork  which  was 
transported  in  containers  sealed  with 
serially  numbered  seals  of  the  National 
Government  of  a  region  of  origin  listed 
in  §94  12  as  a  region  considered  free  of 
the  disease. 

(3)  The  pork  has  been  processed, 
stored,  and  transported  to  the  means  of 
conveyance  that  will  bring  the  article 
to  the  United  States  in  a  manner  that 
precludes  its  being  conuningled  or  oth- 
erwise coming  in  contact  with  pork  or 
pork  products  that  have  not  been  han- 
dled in  accordance  with  the  require- 
ments of  this  section. 

(Approved  by  the  Ollice  of  Management  and 
Budget  under  control  number  0579-0015) 

[38  FR  20611,  Aug.  2. 1973] 

BDrroRiAL  Notb:  For  Federal  Register  cl- 

tation.s  affecting-  §94.13.  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  OPO  Aocees. 

9M.14  Swine    from    regions  where 

swine  vesicular  disease  eadsft^  im* 
portations  prohibited. 

(a)  Swine  vesicular  disease  is  known 
to  exist  in  all  regions  of  the  world  ex- 
cept those  listed  in  994.12(a)  of  this 
part.  No  swine  which  are  moved  from 
or  transit  any  reg^ion  in  which  swine 
vesicular  disease  is  known  to  exist  may 
be  imported  into  the  United  States  ex- 
cept wild  swine  imported  in  accordance 
with  paragraph  (b)  of  this  section. 

(b)  Wild  swine  may  be  allowed  impor- 
tation into  the  United  States  by  the 
Administrator  upon  request  in  specific 
cases  under  §93.501  or  §93.504(0)  of  this 
chapter. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0870-0040) 

rM  FR  TSM,  Feb.  21,  1980.  ss  amended  at  65 

FR  31558.  AuR.  2.  1990;  59  FR  67184.  Dec.  29. 

1994:  62  FR  56023.  Oct.  28.  1997] 

§94.15   Animal  products  and  met^riflis; 
movement  and  handling. 

(a)  Any  animal  product  or  material 
which  would  be  eligible  for  entry  into 

the  United  States,  as  specified  In  the 
reg^ulations  in  this  part,  may  transit 
through  the  United  States  for  imme- 


diate export  if  the  following  conditions 

are  met: 

(1)  Notification  of  the  transiting  of 
such  animal  product  or  material  must 

be  made  by  the  importer  to  the  Plant 
Protection  and  Quarantine  Officer  at 
the  United  States  port  of  arrival  prior 
to  such  transiting,  and 

(2)  The  animal  product  or  material 
transited  shall  be  contained  in  a 
sealed,  leakproof  carrier  or  container 
which  shall  remain  sealed  while  aboard 
the  transporting  carrier  or  other 
means  of  conveyance,  or  if  the  con- 
tainer or  carrier  in  which  such  animal 
product  or  material  is  transported  is 
offloaded  in  the  United  States  for  re- 
shipment,  it  shall  remain  sealed  at  all 
times. 

(b)  Pork  and  pork  products  from  Bala 

California.  Baja  California  Sur, 
Campeche.  Chihuahua.  Coahuila.  Nuevo 
Leon,  Quintana  Roo,  Slnaloa,  Sonora, 
and  Yucatan,  Mexico,  that  are  not  eli- 
gible for  entry  into  the  United  States 
in  accordance  with  this  part  may  tran- 
sit the  United  States  via  land  border 
ports  for  imihediate  export  if  the  fol- 
lowing conditions  are  met: 

(1)  The  person  desiring  to  move  the 
pork  and  pork  products  through  the 
United  States  obtains  a  United  States 
Veterinary  Permit  for  Importation  and 
Transportation  of  Controlled  Materials 
and  Organisms  and  Vectors  (VS  Form 
16-6).  (An  application  for  the  permit 
may  be  obtained  from  the  Animal  and 
Plant  Health  Inspection  Service.  Vet- 
erinai'y  Services,  National  Center  for 
Import-Export,  4700  River  Road  Unit  38, 
Riverdale.  Maryland  20737-1231.) 

(2)  The  pork  or  pork  products  are 
packaged  at  a  Tipo  Inspeccion  Federal 
plant  in  Baja  California,  Baja  Cali- 
fornia Sur,  Campeche,  Chihuahua, 
Coahuila.  Nuevo  Leon,  Quintana  Roo. 
Sinaloa,  Sonora,  or  Yucatan,  Mexico, 
in  leakproof  containers  and  sealed  with 
serially  numbered  seals  of  the  Govern- 
ment of  Mexico,  and  the  containers  re- 
main sealed  during  the  entire  time 
they  are  in  transit  across  Mexico  and 
the  United  States. 

(3)  The  person  moving  the  pork  and 
pork  products  through  the  United 
States  notifies,  in  writing,  the  Plant 
Protection  and  Quarantine  Officer  at 
the  United  States  port  of  arrival  prior 
to  such  transiting.  The  notification 
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must  include  the  following  information 
regardinsr  the  pork  and  pork  prodncta: 

(i)  Permit  number; 

(ii)  Times  and  dates  of  arrival  in  the 
United  States; 

(ill)  Time  schedule  and  route  to  be 
followed  through  the  United  States; 

and 

(iv)  Serial  numbers  of  the  seals  on 
the  containers. 

(4)  The  pork  and  pork  products  tran- 
sit the  Ignited  States  under  Customs 
bond  and  are  exported  from  the  United 
States  within  the  time  limit  specified 
on  the  permit.  Any  pork  or  pork  prod- 
ucts that  have  not  been  exported  with- 
in the  time  limit  specified  on  the  per- 
mit or  that  have  not  been  transited  In 
accordance  with  the  permit  or  applica- 
ble requirements  of  this  part  will  be  de- 
stroyed or  otherwise  disposed  of  as  the 
Admlnistoator  may  direct  pursuant  to 
section  2  of  the  Act  of  February  2, 1908. 
as  amended  (21  U.S.C.  111). 

(c)  Poultry  carcasses,  parts,  or  prod- 
ucts (except  eggs  and  egg  products) 
from  Baja  California.  Baja  California 
Sur.  Campeche,  Chihuahua.  Nuevo 
Leon,  Qulntana  Roo,  Sinaloa,  Sonora, 
Tftmaulipas.  or  Tncattui.  Mexico,  that 
are  not  elipriblo  for  entr\-  into  the 
United  States  in  accordance  with  the 
regulations  in  this  part  may  transit 
the  United  States  via  land  ports  for  im- 
mediate export  if  the  following  condi> 
tions  are  met: 

(1)  The  person  desiring  to  move  the 
poultry  carcasses,  parts,  or  products 
throutrh  the  United  States  obtains  a 
United  States  Veterinary  Permit  for 
Importation  and  Transportation  of 
Controlled  Materials  and  Organisms 
and  Vector?  (VS  Form  16  6).  An  appli- 
cation for  the  permit  may  be  obtained 
from  the  Animal  and  Plant  Health  In- 
spection Service,  Veterinary  Services, 
National  Center  for  Import-Export, 
4700  River  Road  l^nit  38,  Riverdale, 
Maryland  20737-1231. 

(2)  The  poultry  carcasses,  parts,  or 
products  are  packag-ed  at  a  Tipo 
Inspeccioon  Federal  plant  in  Baja  Cali- 
fornia, Baja  California  Sur.  Campeche, 
Chihuahua,  Nuevo  Leon,  Qulntana  Roo, 
Sinaloa.  Sonora.  Tamaulipas.  or  Yuca- 
tan, Mexico,  in  leakproof  containers 
with  serially  numbered  seals  of  the 
Government  of  Mexico,  and  the  con- 
tainers remain  sealed  during  the  entire 


time  they  are  in  transit  across  Mexico 
and  the  United  States. 

(3)  The  person  moving  the  poultry 
carcasses,  parts,  or  products  through 
the  United  States  notifies,  in  writing, 
^e  Plant  Protection  and  Quarantine 
Officer  at  the  U.S.  port  of  arrival  prior 
to  such  transiting.  The  notification 
must  include  the  following  information 
regarding  the  poultry  to  transit  the 
United  States: 

(i)  Permit  number; 

(ii)  Times  and  dates  of  arrival  in  the 
United  States; 

(ill)  Time  schedule  and  route  to  be 
followed  through  the  United  States; 

and 

(iv)  Serial  numbers  of  the  seals  on 
the  containers. 

(4)  The  poultry  carcasses,  parts,  or 

products  transit  the  United  States 
under  U.S.  Customs  bond  and  are  ex- 
ported from  the  United  States  within 
the  time  limit  specified  on  the  pennit. 
Any  poultry  carcasses,  parts,  or  prod- 
ucts that  have  not  been  exported  with- 
in the  time  limit  specified  on  the  per- 
mit or  that  have  not  transited  in  ac- 
cordance with  the  permit  or  applicable 
requirements  of  this  part  will  be  de- 
stroyed or  otherwise  disposed  of  as  the 
Administrator  may  direct  pursoaBt  to 
section  2  of  the  Act  of  February  2,  1908, 
as  amended  (21  U.S.C.  111). 

(d)  Meat  and  other  products  of 
ruminants  or  swine  from  regions  listed 
in  §  94.11(a)  and  pork  and  pork  products 
from  regions  listed  in  §94.13  that  do  not 
meet  the  requirements  of  §  94.11(b)  or 
§  94.19(a)  may  transit  through  the 
United  States  for  immediate  export, 
provided  the  provisions  of  paraerraph 
(a)  of  this  section  are  met,  and  pro- 
vided all  other  applicable  provisions  of 
this  part  are  met. 

(e)  Any  meat  or  other  animal  prod- 
ucts not  otherwise  eligible  for  entry 
into  the  United  States,  as  provided  In 
this  part  and  part  95  of  this  chapter, 
may  transit  the  United  States  for  im- 
mediate export  if  the  following  condi- 
tions are  met: 

(1)  Notification  of  the  transiting  of 
such  moat  or  other  animnl  product  is 
made  by  the  importer  to  the  Plant  Pro- 
tection and  Quarantine  officer  at  the 
United  States  port  of  arrival  prior  to 
such  transiting; 
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(2)  The  meat  or  other  animal  product 
is  contained  in  a  sealed,  leakproof  mv- 
rier  or  container,  which  remains  sealed 
while  aboard  the  transporting  carrier 
or  otdier  means  of  conveyance,  or,  if 

the  container  or  carrier  in  which  the 
meat  or  other  animal  product  is  trans- 
ported is  offloaded  in  the  United  States 
for  reBhipment,  it  remains  sealed  at  all 

times; 

(3)  Such  transit  is  limited  to  the 
maritime  or  airport  port  oi  arrival 
only,  with  no  overland  movement  out- 
side the  airpoi  t  t  erminal  area  or  dOCk 
area  of  the  maritime  port:  and 

(4)  The  meat  or  other  animal  product 
is  not  held  or  stored  for  more  than  72 
hours  at  the  maritime  or  airport  port 
of  arrival. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0579-0040  and 
0579-0146) 

[48  FR  4606,  Feb.  8, 19T8,  as  aniM^tod  at  97  FR 

23928.  June  5.  1992:  57  FR  4:^886.  Sept.  23.  1992; 
59  FR  67616.  Dec.  30,  im,  60  FR  57315.  Nov.  15. 
1986;  81  FR  88647,  June  26.  1888;  02  FR  24804. 

May  7.  1997:  62  PR  56023.  Oct  28.  1997:  65  FR 
37270.  June  14.  2000:  65  FR  50605,  Aug.  21,  2000J 

S  94.16  Milk  and  milk  prcMlucts. 

fa)  The  following'  milk  products  are 
exempt  from  the  provisions  of  this 
part: 

(1)  Cheese,  but  not  indndin?  cheese 

with  liquid  and  not  including:  cheese 
containing  any  item  that  is  regulated 
by  other  section^i  oi  Lhis  part,  unietis 
saoh  item  is  independently  eligible  for 
Importation  into  the  United  States 
under  this  part: 

(2)  Butter,  and 
(8)  Butteroil. 

(b)  Milk  and  milk  products  origi- 
nating in.  or  shipped  from,  any  region 
designated  in  §94.lca)  a^  a  region  in- 
fected with  rinderpest  or  foot-and- 
mouth  disease  may  he  imported  into 
the  United  States  if  they  meet  the  re- 
quirements of  paragraphs  (b)(1),  (2),  or 
(8)  of  this  section: 

(1)  They  are  in  a  concentrated  liquid 
form  and  have  been  processed  by  heat 
by  a  commercial  method  in  a  container 
hermetically  seikled  promptly  after  fill- 
Ing  but  before  such  heating,  so  as  to  be 
shelf  stable  without  refrigeration. 

(2)  They  are  dry  milk  or  dry  milk 
products,  including  dry  whole  milk, 
nonfat  dry  milk,  dried  whey,  dried  bnt- 


termilk,  and  formulations  which  con- 
tain any  such  dry  milk  products,  and 
are  consigned  directly  to  an  approved 
establishment^ '  for  further  processing 
in  a  manner  approved  by  the  Adminis- 
trator, as  adequate  to  prevent  the  in- 
troduction or  dissemination  of  live- 
stock diseases  into  the  United  .States. 
However,  in  specific  cases,  upon  re- 
quest by  the  importer  to  the  Adminis- 
trator, and  approval  by  the  Adminis- 
trator, they  may  be  stored  for  a  tem- 
porary period  in  an  approved  ware- 
house^' under  the  supervision  of  an  in- 
spector of  the  Animal  and  Plant  Health 
Inspection  Service  pending  movement 
to  an  approved  establishment.  Such 
products  shall  be  transported  from  the 
United  States  port  of  first  arrival  to  an 


i<Tbe  names  alnd  addreaaes  of  approved  es- 
tablishments or  warehouses  or  information 
as  to  approved  manner  of  processing,  and  re- 
Quest  for  approval  of  any  such  establish- 
ment, warehouse,  or  manner  of  processlllg 
may  be  made  to  the  Animal  and  Plant 
Health  Inspection  Service.  Veterinary  Serv- 
ices, National  Center  for  Import-Export,  4700 
River  Road  Unit  38.  Riverdale.  Maryland 
20737-1231.  Any  establishment  or  warehouse 
will  be  approved  for  the  purpose  of  this  sec- 
tion only  if  the  operator  has  provided  the 
Administrator,  with  satisfactory  evidence 
that  the  establishment  or  warehouse  has  the 
equipment,  facilities,  and  capability  to 
store,  handle  and  process  the  imported  dry 
mlllc  or  dry  milk  product  subject  to 
§94.16(bi(2)  in  a  manner  which  will  prevent 
the  introduction  or  dissemination  of  live- 
stock diseases  into  the  United  States.  Simi- 
larly, processintr  methods  will  be  approved 
only  if  the  Administrator  determines  they 
are  adequate  to  prevent  the  introduction  or 
dlssrailnation  of  such  diseases  Into  the 
United  States.  Approval  of  any  establish- 
ment or  warehouse  or  processing  method 
may  be  refbsed  or  withdrawn  by  the  Admin- 
istraior  only  after  the  operator  thereof  has 
been  given  notice  of  the  proposed  action  and 
has  had  an  opportunity  to  present  his  views 
thereon,  and  upon  a  determination  by  the 
Administrator  that  the  conditions  for  ap- 
proval are  not  met.  Approval  of  an  establish- 
ment or  warehouse  may  also  be  withdrawn 
after  such  notice  and  opportunity  if  the  Ad- 
ministrator determines  that  such  imported 
dry  milk  or  milk  products  have  been  stored, 
handled,  or  processed  by  the  operator  thereof 
other  than  at  an  approved  establishment  or 
war^ouse  or  other  than  in  an  aroroved 
manner. 


503 

2XXHJB6  D-17 


uiyiiizud  by  Google 


§94.16 


9CFR  Ch.  I  (1-1-03  Ectttioi» 


approved  establishment^^  or  an  ap- 
proved warehouse."  and  from  an  ap- 
proved warehouse"  to  an  approved  es- 
tablishment" only  under  Department 
seals  or  seals  of  the  U.S.  Customs  Serv- 
ice. Such  seals  shall  he  broken  only  hy 
such  an  inspector  or  other  person  au- 
thorized to  do  so  by  the  Administrator. 
Such  products  shall  not  be  removed 
from  the  approved  warehouse"  or  ap- 
proved establishment"  except  upon 
special  permission  by  the  Adminis- 
trator, and  upon  compliance  with  all 
the  conditions  and  requirements  speci- 
fied by  him  for  such  movement  in  each 
specific  case. 

(8)  Milk  and  milk  products  not  ex- 
empted under  paragraph  (a)  and  not  of 
classes  included  within  the  provisions 
of  paragraphs  ibxD  or  (2)  of  this  sec- 
tion may  be  Imported  If  the  Importer 
first  applies  to  and  receives  written 
permission  from  the  Administrator,  au- 
thorizing such  importation.  Permission 
will  be  granted  only  when  the  Adminis- 
trator determines  that  such  action  will 
not  endanger  the  health  of  the  live- 
stock of  the  United  States.  Products 
subject  to  this  provision  include  but 
are  not  limited  to  condensed  milk, 
long-life  milks  such  as  sterilized  milk, 
casein  and  caseinates,  lactose,  and  iac- 
talbnmln. 

(4)  Small  amounts  of  milk  and  milk 
products  subject  to  the  restrictions  of 
this  part  may  in  specific  cases  be  im- 
ported for  purposes  of  examination, 
testing,  or  analysis,  if  the  importer  ap- 
plies to  and  receives  written  approval 
for  such  importation  from  the  Admin- 
istrator. Approval  will  be  granted  only 
when  the  Administrator  determines 
that  such  action  will  not  endanger  the 
health  of  the  livestock  of  the  United 
States. 

(c)  Milk  and  milk  products  origi- 
nating in  and  shipped  from  regions  list- 
ed in  §  94.1(a)(2)  as  free  of  rinderpest 
and  foot-and-mouth  disease  but  which 
have  entered  a  port  or  otherwise 
transited  any  region  designated  in 
§94.1(.a)(l)  as  a  region  infected  with  rin- 
derpest or  foot-and-mouth  disease  shall 
not  be  imported  into  the  United  States 
unless: 

(1)  The  product  was  transported 
under  serially  numbered  official  seals 

applied  at  the  point  of  origin  of  the 
shipment  by  an  authorized  representa- 


tive of  the  region  of  such  origin;  except 

that,  if  any  seal  applied  at  the  point  of 
orierin  was  broken  by  any  foreign  offi- 
cial to  inspect  the  shipment,  an  au- 
thorized representative  of  that  region 
applied  a  new  serially  numbered  offi- 
cial seal  to  the  hold,  compartment,  or 
container  in  which  the  milk  or  milk 
products  were  transported;  and  if  any 
member  of  a  ship's  crew  broke  a  seal, 
the  serial  number  of  the  seal,  the  loca- 
tion of  the  seal,  and  the  reason  for 
breaking  the  seal  were  recorded  in  the 
ship's  log. 

(2)  Tlie  numbers  of  such  seals  are  list- 
ed on,  or  are  on  a  list  attached  to,  the 
bill  of  lading  or  similar  document  ac- 
companying the  shipment. 

(3)  Upon  arrival  of  the  carrier  at  the 
United  States  port,  an  inspector  of  the 
Animal  and  Plant  Health  Ihspeotion 
Service  determines  that  the  seals  are 
intact  and  that  their  numbers  arp  in 
agreement  with  the  numbers  appearing 
on  the  accompan3rlng  document;  Pro- 
vided. That,  If  the  repi  esentatlve  finds 
that  any  seal  has  been  broken  or  has  a 
different  number  than  is  recorded  on 
the  accompanying  document,  then  the 
milk  or  milk  products  may  remain  eli- 
gible for  entry  into  the  United  States 
only  if  APHIS  personnel  are  available 
to  Inspect  the  hold,  compartment,  or 
container,  the  cartons  or  other  con- 
tainers of  milk  or  milk  products,  and 
all  accompanying  documentation;  and 
the  importer  ftimishes  additional  docu- 
mentation (either  copies  of  pages  from 
the  ship's  log  signed  by  the  officer-in- 
charge,  or  certification  from  a  foreign 
government  that  the  original  seal  waa 
removed  and  the  new  seal  applied  by 
officials  of  the  government)  that  dem- 
onstrates to  the  satisfaction  of  the  Ad- 
ministrator that  the  milk  or  sailk 
products  were  not  contaminated  or  ex- 
posed to  contamination  during  move- 
ment from  the  region  of  origin  to  the 
United  States. 

(d)  Except  for  milk  and  milk  prod- 
ucts imported  from  Canada,  and  except 
as  provided  in  this  paragraph,  milk  or 
milk  products  imported  from  a  region 
listed  in  § 94.1(a)(2)  as  free  of  rinderpest 
and  foot-and-mouth  disease  must  be  ac- 
companied by  a  certificate  endorsed  by 
a  ftill-time,  salaried  veterinarian  em- 
ployed by  the  region  of  export.  The  cer- 
tificate must  state  that  the  milk  was 
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produced  and  processed  in  a  regioi  list 
ed  in  §94.1(  a  H2).  or  that  the  milk  prod- 
uct was  processed  in  a  region  listed  in 
f  94.1(a)(2)  from  milk  produced  in  a  re- 
gion listed  in  §  94.1(a)(2).  The  certifi- 
cate must  name  the  region  in  which 
the  milk  was  produced  and  the  region 
in  which  the  milk  or  milk  product  was 
proceaeed.  Farther,  the  certificate 
must  state  that,  except  for  movement 
under  seal  as  described  in  § 94.16(c).  the 
milk  or  milk  product  has  never  been  in 
any  region  in  whioh  rinderpest  or  foot- 
and-mouth  disease  exists.  Milk  or  milk 
products  from  a  region  listed  in 
§  94.1(a)(2)  that  were  processed  in  whole 
or  in  part  trom  milk  or  milk  products 
from  a  region  not  listed  in  § 94.1(a)(2) 
may  be  imported  into  the  United 
States  in  accordance  with  §  94.16(b)(3). 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0S79-0015) 

[40  FR  44128.  Sept.  25,  1975.  as  amended  at  48 

FR  57472.  Dec  :?0.  1983;  50  FR  20390,  May  16. 
1985;  50  FR  24187.  June  10.  1985;  53  FR  22129. 
June  14.  1988;  53  FR  18520.  Dec.  1.  1988;  54  FR 
7395.  Feb.  21.  1989:  55  FR  38982.  Sept.  24.  1990; 
59  FK  67616.  Dec.  30.  1994;  60  FR  15B58.  Mar.  28. 
1996;  62  FR  46181.  Sept.  2.  1997;  62  FR  66028. 
Oct.  28. 1987: 64  FR  38550.  July  19. 1S99] 

§M.17  Dfs^cared  pork  products  from 
regions  where  foot-and-mouth  dis- 
ease, rinderpest,  African  swine 
fever,  hog  cholera,  or  swine  vesic- 
ular disease  exists* 

Notwithstanding  any  other  provi- 
sions in  this  part,  dry-cured  ham,  pork 
shoulder,  or  pork  loin,  whether  whole 
or  sliced  and  packaged,  shall  in  1  i>e 
prohibited  from  being  imported  into 
the  United  States  if  it  meets  the  fol- 
lowing conditions: 

(a)  Except  for  Italian-tsrpe  hams, 
Serrano  hams.  Iberian  hams.  Iberian 
pork  shoulders,  and  Iberian  pork  loins 
that  have  been  pirocessed  In  accordance 
with  paragraph  (1)  of  this  section,  the 
dry-cured  ham.  pork  shoulder,  or  pork 
loin  came  from  a  swine  that  was  never 
out  of  the  region  in  which  the  dry- 
cured  ham,  pork  shoulder,  or  pork  loin 
was  processed: 

(b)  The  ham,  pork  shoulder,  or  pork 
loin  came  from  a  region  determined  by 
the  Administrator,  to  have  and  to  en- 
force laws  requiring  the  immediate  re- 
IK>rting  to  the  national  veterinary 
services  In  that  region  any  premises 
found  to  have  any  animal  infected  with 


foot-and-mouth  disease,  rinderpest,  Af- 
rican Swine  fevt'v.  hog  cholera,  or 
swine  vesicular  disease; 

(c)  The  ham,  pork  shoulder,  or  pork 
loin  came  from  a  swine  that  was  not  on 
any  premises  where  foot-and-mouth 
disease,  rinderpest,  African  swine 
fever,  hog  cholera,  or  swine  vesicular 
disease  exists  or  had  existed  within  60 
days  prior  to  slaughter; 

(d)  The  whole  ham,  pork  shoulder,  or 
pork  loin  was  accompanied  from  the 
slaughtering  facility  to  the  processii^ 
establishment  by  a  numbered  certifi- 
cate issued  by  a  person  authorized  by 
the  government  of  the  region  of  origin 
stating  that  the  provisions  of  para- 
graphs (a)  and  (o)  of  this  section  have 
been  met; 

(e)  The  ham,  pork  shoulder,  or  pork 
loin  was  processed  whole  as  set  forth  In 
paragraph  (i)  of  this  section  In  only  one 
processing  establishment; 

(f)  The  ham,  pork  shoulder,  or  pork 
loin  was  processed  whole  In  a  proc- 
essing establishment  that  prior  to  the 
processing  of  any  hams,  pork  shoul- 
ders, or  pork  loins  in  accordance  with 
this  section,  was  Inspected  by  a  veteri- 
narian of  APHIS  and  determined  by  the 
Administrator,  to  be  capable  of  meet- 
ing the  provisions  of  this  section  for 
processing  hams,  pork  shoulders,  or 
pork  loins  for  importation  into  the 

United  States: 

(g)  The  ham,  pork  shoulder,  or  pork 
loin  was  processed  whole  in  a  proc- 
essing establishment  for  which  the  op- 
erator of  the  establishment  has  signed 
an  agreement  with  APHIS  prior  to  re- 
ceipt of  the  hams,  pork  Shoulders,  or 
pork  loins  for  processing,  stating  that 
all  hams,  pork  shoulders,  or  pork  loins 
processed  for  importation  into  the 
United  States  will  be  processed  only  in 
accordance  with  the  provisions  of  this 
part: 

(h)  Workers  who  handle  fresh  pork  in 
the  processing  establishment  where  the 

dry-cured  ham,  pork  shoulder,  or  pork 
loin  was  processed  whole  are  required 


^As  a  condition  of  entry  into  the  United 

States,  pork  and  pork  products  must  also 
meet  all  of  the  requirements  of  the  Federal 
Meat  hispectlon  Act  (21  U.S.C.  601  et  seq. )  and 
regulations  thereunder  (9  CFR,  chapter  III), 
including:  requirements  that  the  pork  or 
pork  products  be  prepared  only  in  approved 
establlsiiments. 
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to  shower  and  put  on  a  full  set  of  clean 

clothes,  or  to  wait  24  hours  after  han- 
dling fresh  pork,  before  handling  hams, 
pork  shoulders,  or  pork  loins  that  have 
progressed  In  the  aging/curing  process 
as  follows: 

(1)  In  the  case  of  Italian-type  hams 
processed  in  accordance  with  para- 
gmpih  (iXD  of  this  section,  those  that 
have  progressed  beyond  the  final  wash 
stage: 

(2)  In  the  case  of  Serrano  hams  or 
Iberian  hams  or  pork  shoulders  proc- 
essed in  accordance  with  paragraphs 
(i)(2),  (i)(3).  or  (i)(4)  of  this  section, 
those  that  have  progressed  beyond  salt- 
ing; and 

(3)  In  the  case  of  Iberian  pork  loins 
processed  in  accordance  with  para- 
graph (i)(5)  of  tills  section,  those  that 
have  progressed  beyond  being  placed  in 
a  casing. 

(1)  The  dry-cured  ham,  pork  shoulder, 
or  pork  loin  was  processed  whole  in  ac- 
cordance with  this  paragraph.  Except 

for  pork  fat  treated  to  at  least  76  *C 
(168.8  "F),  which  may  have  been  placed 
over  the  meat  during  curing,  the  dry- 
onred  pork  product  most  have  had  no 
contact  with  any  otiier  meat  or  animal 
product  during  processing. 

(1)  Itxilian-type  hams.  The  ham  was 
processed  for  a  period  of  not  less  than 
400  days  in  accordance  with  the  fol- 
lowing conditions:  after  slaughter  the 
ham  was  held  at  a  temperature  of  O''- 
3"C.  (82'-34.T'F.)  for  a  minimum  of  72 
hours  during-  which  time  thr>  "aitr-h" 
bone  and  the  foot  was  removed  and  the 
blood  vessels  at  the  end  of  the  femur 
were  massaged  to  remove  any  remain- 
ing blood;  thereafter  the  ham  was  cov- 
ered with  an  amount  of  salt  equal  to  4~ 
6  percent  of  the  weight  of  the  ham, 
with  a  sufficient  amount  of  water 
added  to  ensure  that  the  salt  had  ad- 
hered to  the  ham;  thereafter  the  ham 
was  placed  for  5-7  days  on  racks  in  a 
chamber  maintained  at  a  temperature 
of  0°-4°C.  (32°-39.2^F.)  and  at  a  relative 
humidity  of  70-85  percent;  thereafter 
the  ham  was  covered  with  an  amount 
of  siJt  equal  to  4-6  percent  of  the 
weight  of  the  ham,  with  a  sufficient 
amount  of  water  added  to  ensure  that 
the  salt  had  adhered  to  the  ham;  there- 
after the  ham  was  placed  for  21  dajrs  in 
a  chamber  maintained  at  a  tempera- 
ture of  OM^O.  (32'*-39.2°F.)  and  at  a  rel- 


ative humidity  of  70-85  percent;  there- 
after the  salt  was  brushed  off  the  ham: 
thereafter  the  ham  was  placed  in  a 
chamber  maintained  at  a  temperature 
of  r-6^.  (88.8»-42.8<*P.)  and  at  a  relative 
humidity  of  65-80  percent  for  between 
52  and  72  days;  thereafter  the  ham  was 
brushed  and  rinsed  with  water;  there- 
after the  ham  was  placed  in  a  chamber 
for  5-7  days  at  a  temperature  of  15°- 
23''C.  (59°-73.4"F.)  and  a  relative  humid- 
ity of  55-S5  percent;  thereafter  the  ham 
was  placed  for  curing  in  a  chamber 
maintained  tot  a  minimum  of  314  days 
at  a  temperature  of  15  -20''C,  (59"-^8°F.) 
and  at  a  relative  humidity  of  65-80  per- 
cent at  the  beginning  and  increased  by 
6  percent  every  2¥i  months  until  a  rel- 
ative humidity  of  85  percent  was 
reached. 

(2)  Serrano  hams.  Serrano  hams  were 
processed  as  follows  (lHO-day  minimum 

curing  process): 

(i)  If  the  ham  is  received  frozen,  it 
was  thawed  in  a  chamber  with  relative 
humidity  between  70  and  80  percent, 

with  room  temperature  maintained  at 
12  °C  to  13  '^C  (53.6  °F  to  55.4  "F)  for  the 
first  24  hours,  then  at  13  °C  to  14  (55.4 
*F  to  57.2  *F)  until  the  internal  tem- 
perature of  the  ham  reached  3  °C  to  4  "0 
(37  4  F  to  39.2  'F).  at  which  point  the 
blood  vessels  at  the  end  of  the  femur 
were  massaged  to  remove  any  remain- 
ing blood. 

(ii)  The  ham  was  covered  in  salt  and 
placed  in  a  chamber  maintained  at  a 
temperature  from  0  C  to  4  C  (32  F  to 
39.2  "F),  with  relative  humidity  be- 
tween 75  and  95  percent,  for  a  period  no 
less  than  0.65  days  per  kg  and  no  more 
than  2  days  per  kg  of  the  weight  of  the 
ham. 

(lii)  The  ham  was  rinsed  with  water 
and/or  brushed  to  remove  any  remain- 
ing surface  salt. 

(iv)  The  ham  was  placed  in  a  chamber 
maintained  at  a  temperature  of  0  °C  to 
6  (32  ^F  to  42.8  "F).  with  a  relative 
humidity  of  70  to  95  percent,  for  no  less 
than  40  and  no  more  than  60  days; 

(V)  The  ham  was  placed  for  curing  in 
a  chamber  with  a  relative  humidity  of 
60  to  80  percent  and  a  temperature 
gradually  raised  in  3  phases,  as  follows: 

(A)  A  temperature  of  6  '^C  to  16  **0 
(42.8  °F  to  60.8  °P).  maintained  for  a 
minimum  of  45  days; 
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(B)  A  temperature  of  16  °C  to  24  "C 
(60.8  F  to  75.2  ^F),  maintained  for  a 
minimum  of  35  days; 

(C)  A  temperature  of  24  °C  to  34  °C 
(75.2  *F  to  96.2  *F),  maintained  for  a 
minimum  of  30  days; 

(vl)  Finally,  with  the  relative  humid- 
ity unchanged  at  60  to  80  percent,  the 
temperature  was  lowered  to  12  "C  to  20 
°C  (53.6  °F  to  68  °F)  and  maintained  at 
that  level  for  a  minimum  of  35  days, 
until  at  least  190  days  after  the  start  of 
the  curing  process;  Except  that:  In  a  re- 
gion where  swine  vesicular  disease  ex- 
ists, the  ham  must  be  maintained  at 
that  level  an  additional  370  days,  until 
at  least  560  days  after  the  start  of  the 
ourlnff  process. 

(8)  Iberian  hams.  Iberian  hams  were 
processed  as  follows  (365-day  minimum 
coring  process): 

(1)  If  the  ham  is  received  frozen,  it 
was  thawed  in  a  chamber  with  relative 
humidity  between  70  and  80  percent, 
with  room  temperature  maintained  at 
5.5  °C  to  6.5  °C  (41.9  °F  to  43.7  °F)  for  the 
first  24  hours,  then  at  9.6  to  10.6  *0 
(49.1  to  50.9  "F)  until  the  internal 
temperature  of  the  ham  reached  3  C  to 
4  °C  (37.4  F  to  39.2  "F),  at  which  point 
the  blood  vessels  at  the  end  of  the 
fpnvar  were  masss^ed  to  remove  any  re- 
maining blood. 

(ii)  The  ham  was  covered  in  salt  and 
placed  in  a  chamber  maintained  at  a 
temperature  from  0  °C  to  4  °C  (32  °F  to 
39.2  °F),  with  relative  humidity  be- 
tween 75  and  95  percent,  and  kept  in 
the  chamber  for  a  period  no  less  than 
0.66  days  per  kg  and  no  more  than  2 
days  per  kg  of  the  weight  of  the  ham; 

(iii)  The  ham  was  rinsed  with  water 
and/or  brushed  to  remove  any  remain- 
ing surface  salt. 

(iv)  Hie  ham  was  placed  in  a  chamber 
maintained  at  a  temperature  of  0  C  to 
6  *C  (32  =F  to  42.8  °F),  with  relative  hu- 
midity Of  70  to  96  percent,  for  no  less 
than  40  and  no  more  than  60  days. 

(v)  The  ham  was  placed  for  curing  in 
a  chamber  with  a  temperature  of  6  °C 
to  16  (^.8  ''F  to  60.8  <>F)  and  relative 
humidity  of  60  to  80  percent  for  a  min- 
imum of  90  days. 

(vi)  The  temperature  was  raised  to  16 
•O  to  26  'O  (60.8  •P  to  78.8  •P)  and  the 
relative  humidity  reduced  to  55  to  86 
percent,  for  a  minimum  of  90  days. 


(vii)  Finally,  with  the  relative  hu- 
midity raised  to  60  to  90  percent,  the 
temperature  was  lowered  to  12  °C  to  22 
•C  (63.6  'P  to  71.6  "P)  and  maintained  at 
that  level  for  a  minimum  of  115  days, 
until  at  least  365  days  after  the  start  of 
the  curing  process;  Except  that:  In  a  re- 
gion where  swine  vesicular  disease  ex- 
ists, the  ham  must  be  maintained  at 
that  level  an  additional  195  days,  until 
at  least  560  days  after  the  start  of  the 
curing  process. 

(4)  Iberian  pork  ahouJdera.  Iberian 
pork  shoulders  were  processed  as  fol- 
lows (240-day  minimum  curing:  process^: 

(i)  If  the  pork  shoulder  is  received 
frozen,  it  was  thawed  at  a  room  tem- 
perature of  12  °C  to  13  °C  (53.6  "F  to  55.4 
°F).  with  the  relative  humidity  be- 
tween 75  and  85  percent,  for  approxi- 
mately 24  hours,  until  the  internal 
temperature  reached  3  "C  to  4  °C  (37.4 
°F  to  39.2  "F).  at  which  point  the  blood 
vessels  in  the  scapular  region  were 
massaged  to  remove  any  remaining 
blood. 

(ii)  The  pork  shoulder  was  covered  in 
salt  and  placed  in  a  chamber  main- 
tained at  a  temperature  of  0  ''O  to  4  *0 
(32  °F  to  39.2  °F)  with  the  relative  hu- 
midity between  75  and  95  percent,  for  a 
period  of  no  less  than  0.65  days  per  kg 
and  no  more  than  2  days  per  kg  of  the 
weight  of  the  pork  shoulder. 

(iii)  The  pork  shoulder  was  rinsed 
with  water  and;or  brushed  to  remove 
any  remaining  surface  salt. 

(iv)  The  pork  shoulder  was  placed  In 
a  chamber  maintained  at  a  tempera- 
ture of  0  °C  to  6  °C  (32  °F  to  42.8  °F)  and 
a  relative  humidity  of  70  to  96  percent 
for  not  less  than  40  days  and  not  more 
than  60  days. 

(V)  The  pork  shoulder  was  placed  for 
curing  in  a  chamber  at  a  temperature 
of  6  "C  to  16  °C  (42.8  °F  to  60.8  "P)  and 
a  relative  humidity  of  60  to  80  percent 
for  a  minimum  of  90  days. 

(vi)  The  temi^rature  was  raised  to  16 
°C  to  26  C  (60.8  'F  to  78.8  'P)  and  the 
relative  humidity  was  chan^-ed  to  55  to 
85  percent,  and  those  levels  were  main- 
tallied  for  a  minimum  of  90  days. 

(vil)  Finally,  the  temperature  was  re- 
duced to  12  °C  to  22  (53.6  "^F  to  71.6 
"F)  and  the  relative  humidity  was 
raised  to  60  to  90  percent  for  a  min- 
imum of  45  days,  until  at  least  240  days 
after  the  start  of  the  curing  process. 
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(5)  Ihcrian  pork  loins.  Iberian  pork 
loins  were  processed  as  follows  (130-day 
minimuin  curing  process): 

(1)  If  the  pork  loin  le  received  frosen, 
it  was  thawed  at  a  room  temperature 
maintained  at  11  to  12  '^C  (51.8  F  to 
53.6  T),  with  the  relative  humidity  be- 
tween 70  and  80  per  cent  for  the  first  34 
hours,  then  between  75  and  85  percent, 
until  the  loin's  internal  temperature 
reached  3  to  4  (37.4  '^F  to  39.2  '^F), 
at  which  point  the  external  fiELt, 
aponeurosis .  and  tendons  were  cleaned 
fi'om  the  loin. 

(ii)  The  pork  loin  was  covered  in  a 
pickle  preparation  (25-SO  grams  of  salt 
for  each  kilogram  of  pork  loin)  and 
placed  in  a  chamber  where  it  was  main- 
tained at  a  relative  humidity  of  75  to  95 
percent  and  a  temperature  of  3  to  4 
*C  (37.4  °F  to  39.2  "F)  for  72  hours. 

(iii)  The  pork  loin  was  removed  from 
the  pickle  preparation  (25-30  grams  of 
salt  for  each  kilogram  of  pork  loin)*  ez- 
ternally  cleaned  (brushed  or  rinsed), 
placed  in  an  artificial  casing,  and  fas- 
tened shut  with  a  metal  clip. 

(iv)  The  pork  loin  was  placed  for  cur- 
intr  in  a  chamber  with  a  relative  hu- 
midity of  60  to  90  pt^rc  ent  and  a  tem- 
perature gradually  raised  in  3  phases, 
as  follows: 

(A)  A  temperature  of  2  =C  to  6  (35.6 
to  12.8  =F),  maintained  for  a  min- 
imum of  20  days; 

(B)  A  temperature  of  6  *C  to  15 
(12.8  "F  to  59.0  °F).  maintained  for  a 

minimum  of  20  days; 

(C>  A  temperature  of  15  C  to  25  °C 
(60.0  *F  to  77.0  "F),  maintained  for  a 

minimum  of  40  days: 

(V)  Finally,  with  the  relative  humid- 
ity unciianged  at  60  to  80  percent  and 
the  temperature  lowered  to  0  ^  to  S  "O 
(32.0  ''F  to  41.0  °F).  the  pork  loin  was 
vacuum-packed  and  maintained  under 
those  conditions  for  a  minimum  of  15 
days,  until  at  least  130  dajrs  after  the 
start  of  the  curing-  process. 

(jvl»  The  whole  ham.  if  it  i.s  Italian- 
type  ham  processed  in  accordance  with 
I»aragraph  (iXD  of  this  section,  bears  a 
hot  iron  brand  or  an  ink  seal  (with  the 
identifying  number  of  the  slaughtering 
establishment)  which  was  placed  there- 
on at  the  slaughtering  establishment 
under  the  direct  supervision  of  a  person 
authorized  to  supervise  such  activity 
by  the  veterinai-y  services  of  the  na- 


9CFR  Ch.  I  (1-1-03  Edition) 

tional  ^^overnment  of  the  region  of  ori- 
gin, bears  a  button  seal  (approved  by 
the  Administrator,  as  being  tamper- 
proof)  on  the  hock  that  states  the 
month  and  year  the  ham  entered  the 
processing  establishment  and  a  hot 
iron  brand  (with  the  identifying  num-^ 
ber  of  the  processing  establishment  and* 
the  date  salting  began)  v.-hirh  were 
placed  thereon  at  the  processing  estab- 
lishment immediately  prior  to  salting, 
under  the  supervision  of  a  person  au- 
thorized to  supervise  such  activity  by 
the  veterinary  services  of  the  national 
government  of  the  region  of  origin; 

(2)  The  whole  dry-cured  ham,  if  it  Is 
processed  in  accordance  with  para- 
graphs (i)(2)  or  (i)(3)  of  this  section,  or 
the  whole  dry-cured  pork  shoulder,  if  it 
is  processed  in  accordance  with  para> 
graph  (i)(4)  of  this  section,  bears  an  ink 
seal  (with  the  identifying  number  of 
the  slaughtering  establishment)  which 
was  placed  thereon  at  the  slaughtering 
establishment  under  the  direct  super- 
vision of  a  person  authorized  to  super- 
vise such  activity  by  the  veterinary 
services  of  the  national  government  of 
the  region  of  origin,  and  an  ink  seal 

(with  the  identifying  number  of  the 
processing  establishment  and  the  date 
the  salting  began)  which  was  placed 
thereon  at  the  processing  establish- 
ment, immediately  prior  to  salting, 
under  the  supervision  of  a  person  au- 
thorised to  supervise  such  activity  by 
the  veterinary  services  of  the  national 
government  of  the  region  of  origin;  or 

(3)  The  whole  dry-cured  pork  loin,  if 
it  is  processed  in  accordance  with  para- 
graph  fi)(5)  of  this  section.  Is  packaged 
with  material  that  bears  a  seal  of  the 
govermnent  of  the  region  of  origin 
which  was  placed  thereon  at  the 
slaughtering  establishment  under  the 
direct  supervision  of  a  person  author- 
ized to  supervise  such  activity  by  the 
veterinary  services  of  the  national  gov- 
ernment  of  the  region  of  origin,  and 
bears  a  tamper-proof  plastic  tag.  se- 
curely attached  to  the  pork  loin  itself, 
that  states  the  identifying  number  of 
the  slaughtering  establishment  and  the 
date  the  pork  loin  was  placed  in  the 
pickle  preparation  under  the  super- 
vision of  a  person  authorized  to  supers 
vise  such  activity  by  the  veterinary 
service  of  the  national  government  of 
the  region  of  origin. 
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(k)  The  whole  dry-cured  ham,  pork 

shoulder,  or  pork  loin  came  from  an  es- 
tabiishment  where  a  person  authorized 
by  the  vetertxiary  services  of  the  na- 
tional ffovemment  of  the  region  of  orl- 

gin  to  conduct  activities  under  this 
para£?raph.  maintained  original  records 
(wlncii  shall  be  kept  for  a  minimum  of 
two  years)  Identll^ng  the  dry-cnred 
ham.  pork  shoulder,  or  pork  loin  by  the 
date  it  entered  the  processing  estab- 
lishment, by  the  slaughtering  facility 
from  which  It  came,  and  by  the  number 
of  the  certificate  which  accompanied 
the  dry-cured  ham.  pork  shoulder,  or 
pork  loin  from  the  slaughtering  facil- 
ity to  the  processing  establishment, 
and  where  such  original  records  are 
maintained  under  lock  and  key  by  such 
person,  with  access  to  such  original 
records  restricted  to  officials  of  the 
government  of  the  regrlon  of  origin,  of- 
ficials  of  the  United  States  Govern- 
ment, and  such  person  maintaining  the 
records; 

0)  The  whole  dry-cured  ham,  pork 

shoTilder,  or  pork  loin  came  from  a 
processing  establishment  which  allows 
the  unannounced  entry  into  the  estab- 
lishment of  APHIS  personnel,  or  other 
persons  authorised  by  the  Adminis- 
trator, for  the  purpose  of  inspecting 
the  establishment  and  records  of  the 
establishment; 

(m)  The  dry-cored  ham,  pork  shoul- 
der, or  pork  loin  was  processed  In  ac- 
cordance with  one  of  the  following  cri- 
teria: (1)  The  ham,  if  it  is  an  Italian- 
t3rpe  ham  processed  In  accordance  with 
paragraph  (i)(l)  of  this  section,  was 
processed  in  a  region  which  has  been 
determined  by  the  Administrator,  to  be 
free  of  rinderpest,  and  which  has 
through  its  veterinary  services  sub- 
mitted to  the  Administrator,  a  written 
statement  stating  that  it  conducts  a 
program  to  authorize  persons  to  super- 
vise activities  specified  under  this  sec- 
tion: 

(2)  The  Serrano  ham.  pi'ocessed  in  ac- 
cordance with  paragrapli  (i)(2)  of  this 
section,  and  came  from  any  breed  of 
large,  white  swine.  Including  but  not 
limited  to  Landrace,  Pietrain.  Duroc, 
Jersey,  Hampshire,  and  Yorkshire 
breeds,  and  crosses  of  such  breeds; 

(3)  The  Iberian  ham,  processed  in  ac- 
cordance with  paragraph  (i)(3)  of  this 


section,  and  came  from  a  swine  of  the 

Iberico  breed  of  pigs: 

(4)  The  Iberian  pork  shoulder,  proc- 
essed in  accordance  with  paragraph 
(1)(4)  of  this  section,  and  came  ftom  a 
swine  of  the  Ilierico  breed  of  pigs: 

(5)  The  Iberian  pork  loin,  if  processed 
in  accordance  with  paragraph  (i)(5)  of 
this  section,  and  came  from  a  swine  of 
the  Iberico  breed  of  pigs. 

(n)  The  whole  dry-cured  ham,  pork 
shoulder,  or  pork  loin  came  from  a 
processing  establishment  that  has  en- 
tered into  a  cooperative  service  agree- 
ment executed  by  the  operator  of  the 
establishment  or  a  representative  of 
the  establishment  and  APHIS,  imd  that 
pursuant  to  the  cooperative  service 
agreement  is  current  in  prixini;  all 
costs  for  a  veterinarian  of  APHlti  to  in- 
spect the  mtabllshment  (it  is  antici- 
pated that  such  inspections  will  occur 
up  to  four  times  per  year),  including 
travel,  salary,  subsistence,  administra- 
tive overhead,  and  other  Incidental  ex- 
penses (including  an  e.xcess  baggage 
provision  up  to  150  pounds).  In  accord- 
ance with  the  terms  of  the  cooperative 
service  agreement,  the  operator  of  the 
processing  establishment  shall  deposit 
with  the  Administrator,  an  amount 
equal  to  the  approximate  costs  for  a 
veterinarian  to  Inspect  the  establish- 
ment one  time,  including  travel,  sal- 
ary, subsistence,  administrative  over- 
head and  other  incidental  expenses  (in- 
cluding an  excess  baggage  provision  up 
to  150  pounds),  and  as  funds  from  that 
amount  are  obligated,  bills  for  costs  in- 
curred based  on  official  accounting 
records  will  be  issued  to  restore  the  de- 
posit to  its  original  level.  Amounts  to 
restore  the  deposit  to  its  original  level 
shall  be  paid  within  14  days  of  receipt 
of  such  bills. 

(0)  The  dry-cured  ham,  pork  shoul- 
der, or  pork  loin  is  accompanied  at  the 
time  of  importation  into  the  United 
States  by  a  certificate  issued  by  a  per^ 
son  authorized  to  issue  such  certifi- 
cates by  the  veterinary  services  of  the 
national  government  of  the  region  of 
origin,  stating: 

(1)  That  all  Idle  provisions  of  this  sec- 
tion have  been  complied  with,  includ- 
ing paragraphs  U)  and  (m)  of  this  sec- 
tion; 

(2)  The  paragraph  of  this  section 
under  which  the  dry-cured  ham,  pork 
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shoulder,  or  pork  loin  was  processed: 
and  stating  furtlier  that,  11  the  product 
covered  by  the  certificate: 

(I)  Is  an  Italian-type  ham  processed 

under  parasrraph  (i)(l)  of  this  section,  it 
was  processed  for  a  minimum  of  400 
days; 

(II)  Is  a  Serrano  ham  processed  onder 

paragraph  (i)(2)  of  this  section,  it  was: 

(A)  Processed  for  a  minimum  of  190 
days  in  a  region  free  of  swine  vesicular 
disease.  In  a  facility  authorized  by  t^e 
veterinary  services  of  the  national  gov- 
ernment of  that  region  to  process  only 
meat  from  regions  free  of  swine  vesic- 
ular disease;  or, 

(B)  Processed  for  a  minimum  of  560 
days  in  any  region,  in  a  facility  that 
may  also  process  meat  from  regions 
where  swine  vesicular  disease  exists; 

(ill)  Is  an  Iberian  ham  processed 
under  paragraph  (1X3)  of  this  section,  it 
was: 

(A)  Processed  for  a  minimum  oi  365 
days  in  a  region  tree  of  swine  vesicolar 

disease,  in  a  facility  authorized  by  the 
veterinary  services  of  the  national  gov- 
ernment of  that  region  to  process  only 
meat  firom  regions  tree  of  swine  vesic- 
ular disease:  or. 

(B)  Processed  for  a  minimum  of  560 
days  in  any  region,  in  a  facility  that 
may  also  process  meat  from  regions 
where  swine  vesicular  disease  exists; 

(iv)  Is  a  dry-cured  pork  shoulder.  It 
was  processed  in  accordance  with  para- 
graph (1X4)  of  this  section  for  a  min- 
imum of  240  days;  or 

(V)  Is  a  dry-cured  pork  loin,  it  was 
processed  in  accordance  with  para- 
graph (1X5)  of  this  section  for  a  min- 
imum of  130  (lays. 

(p)  Whole  hams,  pork  shoulders,  and 
pork  loins  that  have  been  dry-cured  in 
accordance  with  paragraph  (i)  of  this 
section  may  be  transported  to  a  facil- 
ity in  the  same  region  foi-  slicing  and 
packaging  in  accordance  with  this 
paragraph. 

(1)  The  slicing/packaging  facility.  (1) 
The  slicingpackaging  facility"''  must 
be  inspected,  prior  to  slicing  and  pack- 
aging any  hams,  pork  shoulders,  or 
pork  loins  in  accordance  with  this 
paragraph,  by  an  APHTS  representative 
and  determined  by  the  Administrator 


"See  footnote  15  in  §94.17(e)  of  thiss  part. 


to  be  capable  of  meeting  the  provisions 
of  this  paragraph. 

(11)  The  slicing/packaging  facility 
must  be  either  in  a  separate,  physically 

detached  building,  or  in  a  separate 
room  in  the  facility  where  the  whole 
ham,  pork  shoulder,  or  pork  loin  was 
dry-cured  in  accordance  with  para- 
graph of  this  section.  If  the  slicing 
packaging  facility  is  in  a  separate 
room,  the  room  must  have  no  direct  ac- 
cess to  areas  in  the  facility  where  pork 
Is  cured  and  flri^^d  and  it  must  be  capa- 
ble of  being  closed  off  from  the  rest  of 
the  facility  so  unautiiorlsed  Individuals 
cannot  enter. 

(iil)  The  slicing'packaging  facility, 
including  all  equipment  used  to  handle 
pork  and  pork  products,  such  as  con- 
tainers, work  surfaces,  slicing  ma- 
chines, and  packaging  equipment,  must 
be  cleaned  and  disinfected  after  sliced 
and  packaged  pork  products  that  are 
not  eligible  for  export  to  the  United 
States  leave  the  facility,  and  before 
whole  dry-cured  hams,  pork  shoulders, 
or  pork  intended  for  importation  into 
the  United  States  enter  the  facility  for 
slicing  and  packaging.  Cleaning  and 
disinfecting  must  be  adequate  to  en- 
sure that  disease  agents  of  concern  are 
killed  or  Inactivated  and  that  pork 
products  intended  for  importation  into 
the  United  States  are  not  contami- 
nated. 

(iv)  The  slicing/packaging  facility 

must  maintain  under  lock  and  key  for 
a  minimum  of  2  years,  original  records 
on  each  lot  of  whole  dry-cured  hams, 
pork  shoulders,  and  pork  loins  entering 
the  facility  for  slicing  and  partiragiTig 
under  this  section,  Including: 

(A)  The  approval  number  of  the  facil- 
ity where  the  whole  ham,  shouldar,  or 
loin  was  dry-cured  in  accordance  with 
paragraph  (1)  of  this  section; 

(B)  The  date  the  whole  ham,  shoul- 
der, or  loin  started  dry-curing; 

(C)  The  date  the  whole  ham.  shoul- 
der, or  loin  completed  dry-curing; 

(D)  The  date  the  whole  ham,  shoul- 
der, or  loin  was  sliced  and  packaged: 
and 

(E)  A  copy  of  all  certifications  re- 
quired under  paragraph  (p)  of  this  sec- 
tion, 

(V)  Access  to  records  required  to  l)e 
maintained  under  paragraph  (p)  of  this 
section  must  be  restricted  to  officials 


510 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Service,  USDA 


§94.18 


of  the  national  government  of  the  re- 
gion of  origin,  representatives  of  the 
United  States  Government,  and  per- 
sons maintaining  the  records. 

(vi)  The  operator  of  the  slicing/paok- 
airinc"  facility  must  havp  sif^ned  a  c-onp- 
erative  service  agreement  with  APHIS 
prior  to  receipt  of  the  whole  dry-cured 
hams,  pork  shoulders,  or  pork  loins  for 
slicing  and  packaging,  stating  that  all 
hams,  pork  shoulders,  or  pork  loins 
sliced  and  packaged  at  the  facility  for 
importation  into  the  United  States  will 
be  sliced  and  packaged  only  in  accord- 
ance with  this  section. 

(vli)  The  operator  of  the  slicing/pack- 
aging facility  must  be  current,  in  ac- 
cordance with  the  terms  of  the  cooper- 
ative service  agreement  siprned  with 
APHIS,  in  paying  ail  costs  lor  an 
APHIS  representative  to  inspect  the 
establishment.  inrl\)dins:  travel,  salary, 
subsistence,  admini.strative  overhead, 
and  other  incidental  expenses. 

(vlii)  The  slidng/^MMskaging  facility 
must  allow  the  unannounced  entry  into 
the  establishment  of  APHIS  represent- 
atives, or  other  persons  authorized  by 
the  Administrator,  for  the  purpose  of 
Inspecting  the  establishment  and 
records  of  the  establishment. 

(ix)  Workers  at  the  slicing/packaging 
facility  who  handle  pork  or  pork  prod- 
ucts in  the  facility  must  shower  and 
jmt  on  a  full  set  of  clean  clothes,  or 
wait  24  hours  after  handling  pork  or 
pork  products  that  are  not  eligible  for 
importation  into  the  United  States,  be- 
fore handling  dry-cured  hams,  pork 
shoulders,  or  pork  loins  in  the  slicing; 
packaging  facility  that  are  Intended 
for  imi)ortation  into  the  United  States. 

(x^  Pork  products  intended  for  impor- 
tation into  the  United  States  may  not 
be  in  the  idicing/packaging  facility  at 
the  same  time  as  pork  products  not  in- 
tended for  exportation  to  the  United 
States. 

(2)  Slicing  and  packaging  and  labeling 
procedures,  (i)  A  full-time  salaried  vet- 
erinarian employed  by  the  national 
government  of  the  region  of  origin 
must  inspect  each  lot  of  whole  dbry- 
cured  hams,  pork  shoulders,  and  pork 
loins  at  the  slicing-  packag-ing  facility, 
before  slicing  is  begim,  and  must  cer- 
tii^  in  English  that  It  is  eligible  for  im- 
portation into  the  United  States  in  ac- 
cordance with  this  section;  and 


(ii)  Either  a  full-time  salaried  veteri- 
narian employed  by  the  national  gov- 
ernment of  the  region  of  origin,  or,  if 
the  national  government  of  the  region 
of  origin  recognizes  a  local  consortium 
as  responsible  for  product  quality,  a 
representative  of  that  local  consor- 
tium, must  certify  in  English  that  he 
or  she  personally  supervised  the  «atire 
process  of  slicing  and  packaging  each 
lot  of  dry-cured  hams,  pork  shoulders, 
and  pork  loins  at  the  slicing/packaging 
facility;  that  each  lot  of  dry-cured 
hams,  pork  shoulders,  and  pork  loins 
was  sliced  and  packaged  in  accordance 
with  the  requirements  of  this  para- 
graph; and  that  the  sliced  and  pack- 
aged pork  ham.  shoulder,  or  loin  is  the 
same  dry-cured  ham.  pork  .shoulder,  or 
pork  loin  certified  under  paragraph 
(PK2K1). 

(iii)  The  sliced  and  packaged  dry- 
cured  pork  ham,  pork  shoulder,  or  pork 
loin  must  be  labeled  with  the  date  that 
processing  of  the  meat  under  paragraph 
(i)  of  this  section  began,  and  with  the 
date  the  meat  was  sliced  and  packaged. 

(Approved  by  the  Office  of  Manag-ement  and 
Budget  under  control  number  0579  0015) 

[52  FR  11625,  Apr.  10.  1987,  as  amended  at  88 
FR  48590,  Deo.  1,  1988;  64  FR  7886,  Feb.  21, 
1989.  59  FR  55024.  Nov.  3.  1994;  59  FR  67134. 
Dec.  29,  1994;  62  FR  46181.  Sept.  2.  1997;  62  FR 
58023.  Oct.  28.  1997;  62  FR  61004.  Nov.  14.  1997; 
64  FR  88650,  July  19. 1990] 

§94*18  RestrictioBS  on  inpovtatfoii  mt 

meat  and  edible  products  from 
ruminants  due  to  bovine 
spongiflonii  enoephalopathy. 

(aKD         Bovine  Bpongiform 

encephalopathy  exists  In  the  following 
regrions:  .Austria.  Belgium,  the  Czech 
Republic,  Denmaik,  Finland,  France, 
Germany,  Greece,  the  Republic  of  Ire- 
land, Israel,  Italy,  Japan,  Liech- 
tenstein. Luxembourg".  Oman.  The 
Netherlands,  Poland,  Portugal,  Slo- 
vakia, Slovenia,  Spain,  Switzerland, 
and  the  United  Kingdom. 

(2)  The  following  regions,  because  of 
import  requirements  less  restrictive 
than  those  that  wonld  be  acceptable  for 
import  into  the  United  States  and/or 
because  of  inadequate  surveillance, 
present  an  undue  risk  of  introducing 
bovine  spongiform  encephalopathy  Into 
the  United  States:  Albania,  Andorra, 
Bosnla-Heixegovlna.  Bulgaria,  Croatia, 


511 


§94.19 


9CFR  Ch.  i  (1-1-03  Ecytion) 


the  Federal  Republic  of  Yugoslavia, 

Hungary,  the  Former  Yugoslav  Repub- 
lic of  Macedonia.  Monaco,  Norway,  Ro- 
mania, San  Marino,  and  Sweden. 

(3)  A  region  may  request  at  any  time 
that  the  Administrator  consider  its  re- 
moval from  a  list  set  forth  in  para- 
graphs (a)(1)  or  (a)(2)  of  this  section  by 
following  the  prot  t  dures  set  forth  in 
§§92.2^b)  (1)  through  (4).  92.2(b)  (5) 
through  (11).  and  92.2(c)  of  this  chapter. 

(b)  Except  as  provided  In  paragraph 
(d)  of  this  section,  the  importation  of 
fresh  (chilled  or  frozen)  meat,  meat 
products,  and  edible  products  other 
than  meat  (excluding  gelatin,  milk, 
and  milk  products),  from  ruminants 
that  have  been  in  any  of  the  countries 
listed  in  paragraph  (a)  of  this  section  is 
prohibited. 

(c)  Gelatin.  The  importation  of  gela- 
tin derived  from  ruminants  that  have 
been  in  any  region  listed  in  paragraph 
(a)  of  this  section  is  prohibited  unless 
the  following  conditions  have  been 
met: 

(1)  The  gelatin  must  be  imported  for 
use  in  human  food,  human  pharma- 
ceutical products,  photography,  or 
some  other  use  that  will  not  result  in 
the  gelatin  coming  iu  contact  with 
ruminants  in  the  United  States. 

(2)  The  person  importintr  the  gelatin 
must  obtain  a  United  States  Veteri- 
nary Permit  for  Importation  and 
Transportation  of  Controlled  Materials 
and  Organisms  and  Vectors  by  filing  a 
permit  application  on  VS  form  16-3.'^ 

(3)  The  permit  application  must  state 
the  intended  use  of  the  gelatin  and  the 
name  and  address  of  the  consignee  in 
the  United  States. 

(d)  Transit  shipment  of  articles.  Fresh 
(chilled  or  frozen)  meat,  and  edible 
products  other  than  meat,  that  are  pro- 
hibited importation  into  the  United 
States  in  accordance  with  this  section 
may  transit  the  United  States  for  im- 
mediate export  if  the  following  condi- 
tions are  met: 

(1)  The  person  moving  the  articles 
must  obtain  a  United  States  Veteri- 
nary Permit  for  Importation  and 
Transportation  of  Controlled  Materials 


'■^VS  form  may  V)e  obtained  from  the 

Animal  and  Plant  Health  Inspection  Service, 
Veterliutry  Services.  National  Center  for  Im- 
port-Export.  4700  Rivw  Road  Unit  38.  River- 
dale.  Maryland  20737-1281. 


and  Organisms  and  Vectors  by  filing  a 

permit  application  on  VS  form  IG  3.'" 

(2)  The  articles  must  be  sealed  in 
leakproof  containers  bearing  serial 
numbers  during  transit.  Each  con- 
tainer must  remain  sealed  during  the 
entire  time  that  it  is  in  the  United 
States. 

(3)  The  person  moving  the  articles 
shall  notify,  in  writing,  the  Plant  Pro- 
tection and  Quarantine  Officer  at  both 
the  place  in  the  United  States  where 
the  articles  will  arrive  and  the  port  of 
export  prior  to  such  transit.  The  notifi- 
cation must  include  the: 

(i)  United  States  Veterinary  Permit 
for  Importation  and  Transportation  of 
Controlled  Materials  and  Organisms 
and  Vectors  permit  number; 

(11)  Times  and  dates  of  arrival  in  the 
United  States; 

(iii)  Times  and  dates  of  exportation 
from  the  United  States; 

(iv)  Mode  of  transportation;  and 

(V)  Serial  numbers  of  the  sealed  con- 
tainers. 

(4)  The  articles  must  transit  the 
United  States  in  Customs  bond. 

(Approved  by  the  Office  of  Uaaagemeat  and 
Badget  under  control  number  0679-0016) 

(56  FR  RmR,  Dec.  6.  1991.  as  amended  at  58 
FR  65104.  Dec.  13,  I9d3;  59  FR  24638.  May  12, 
1994;  58  FR  67816.  Deo.  80.  1994;  68  FR  18964, 

Apr.  15.  1997:  62  FR  16181.  Sept.  2,  1997:  62  FR 
56023.  Oct.  28.  1997;  62  FR  61434,  Nov.  18.  1997; 
62  FR  66000,  Dec.  17.  1907:  68  FR  468.  Jan.  8. 

1998;  68  PR  4347.  Jan,  28.  1998:  63  FR  71210. 
Dec.  24,  1998;  64  FR  38550.  July  19.  1999;  65  FR 
51519.  Aug.  24.  2000;  66  FR  22426.  May  4.  2001; 
66  FR  29900.  June  4.  2001:  66  FR  42600.  Aug.  14. 
2001;  66  FR  52484.  Oct.  16.  2001;  66  FR  54643. 
Oct.  80.  2001;  66  FR  62914,  Dec.  4,  2001;  67  FR 
4878.  Feb.  1.  2002:  67  FR  12832.  12834.  Mar.  20. 
2002;  67  FR  44018,  July  1,  2002;  67  FR  47244. 
July  18.  2002] 

§  94.19   Gelatin  derived  from  horses  or 
swine,  or  from  madBaats  Hktat  have 

not  been  in  any  region  where  bo- 
vine spongiform  encephalopathy  ex- 
ists. 

Oelatin  derived  from  horses  or  swine, 

or  from  ruminants  that  have  not  been 
in  any  region  listed  in  §  94.18(a)  of  this 
part,  must  be  accompanied  at  the  time 


^''V.S  fnriii  16  3  may  i)e  obtained  fi'om  the 
Animal  and  Plant  Health  Inspection  Service, 
Veterinary  Services.  National  Oenter  for  Im- 
port-Export. 4700  River  Road  Unit  38,  Rlver- 
dale.  Maryland  20737-1231. 
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of  importation  into  the  United  States 
by  an  official  certificate  issued  by  a 
veterinarian  employed  by  the  national 
government  of  the  region  of  origin.  The 
official  certificate  must  state  the  spe- 
cies of  animal  from  which  the  irelatin 
is  derived  and,  if  the  gelatin  is  derived 
from  ruminants,  certify  that  the  gela- 
tin is  not  derived  firom  ruminants  that 
have  been  in  any  region  listed  in 
§  94.18(a). 

(Approved  by  the  Office  of  Manaprement  and 
Budget  under  control  nunilKM  0579-0015) 

[58  FR  50251.  Sept.  27,  1993.  as  amended  at  59 
FR  mm,  Dec.  29.  1984;  02  FR  S6023,  Oct.  28. 
1987] 

994.80  Impoitattom  of  pork  and  pock 

Rroducts  frooi  Sonora  and  Yucatan, 
[exico. 

Notwithstanding  any  other  provi- 
sions of  this  x>art,  pork  and  pork  prod- 
ucts firom  the  States  of  Sonora  and  Yu- 
catan, Mexico,  may  be  imported  into 
the  United  States  under  the  following 
conditions: 

(a)  The  pork  or  pork  product  is  from 
swine  that  were  bom  and  raised  in  So- 
nora or  Yucatan  and  slaughtei  ed  in  So- 
nora or  Yucatan  at  a  federally  in- 
spected slaughter  plant  that  is  under 
the  direct  supervision  of  a  full-time 
salaried  veterinarian  of  the  Govern- 
ment of  Mexico  and  that  is  approved  to 
export  pork  products  to  the  United 
States  in  accordance  with  1327.2  of  this 
title. 

(b)  If  processed,  the  pork  or  pork 
product  was  processed  in  either  Sonora 
or  Yncatan  in  a  federally  Inspected 

processing  plant  that  is  under  the  di- 
rect supervision  of  a  full-time  salaried 
veterinarian  of  the  Government  of 
Mexico. 

(c)  The  pork  or  pork  product  has  not 
been  in  contact  with  pork  or  pork  prod- 
ucts from  any  State  in  Mexico  other 
than  Sonora  or  Yucatan  or  firom  any 
other  region  not  listed  in  § 94.9(a)  as  a 
region  where  hog  cholera  is  not  known 
to  exist. 

(d)  The  foreign  meat  inspection  cer^ 
tificate  accompanying  the  pork  or  pork 
product  (required  by  §327.4  of  this  title) 
includes  a  statement  certifying  that 
the  requirements  in  paragraphs  (a),  (b) 
(if  applicable),  and  (c)  of  this  section 
have  been  met  and»  if  applicable,  a  list 


of  the  numbers  of  the  seals  required  by 

paragraph  (e)(1)  of  this  section. 

(e)  The  shipment  of  pork  or  pork 
products  has  not  been  in  any  State  in 
Mexico  other  than  Sonora  or  Yucatan 
or  in  any  other  region  not  listed  in 
§  94.9(a)  as  a  region  where  hog  cholera 
is  not  known  to  exist  en  route  to  the 
United  States,  unless: 

(1)  The  pork  or  pork  product  arrives 
at  the  U.S.  port  of  entry  in  shipping 
containers  bearing  intact,  serially 
numbered  seals  that  were  applied  at 
the  federally  inspected  slaughter  or 
processing  plant  in  either  Sonora  or 
Yucatan  by  a  full-time  salaried  veteri- 
narian of  the  ,  Government  of  Mexico, 
and  the  seal  numbers  correspond  with 
the  seal  numbers  listed  on  the  foreign 
meat  inspection  certificate;  or 

(2)  The  pork  or  pork  product  arrives 
at  the  U.S.  port  of  entry  in  shipping 
containers  bearing  seals  that  have  dif- 
ferent numbers  than  the  seal  numbers 
on  the  foreign  meat  inspection  certifi- 
cate, but,  upon  inspection  of  the  hold, 
compartment,  or  container  and  all  ac- 
companying documentation,  an  APHIS 
representative  is  satisfied  that  the 
pork  or  pork  product  containers  were 
opened  and  resealed  en  route  by  an  ap- 
propriate official  of  the  Government  of 
Mexico  and  the  pork  or  pork  product 
was  not  contaminated  or  exposed  to 
contamination  during  movement  from 
Sonora  or  Yucatan  to  the  United 
States. 

t  Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0188) 

[65  FR  1536.  Jan.  11,  2000] 
§94^1  [Boaerved] 

ft  94.22   Importation  of  poultry  meat 
and  otner  poultry  products  from 

Sinaloa  and  Sonora,  Mexico. 

Notwithstanding  any  other  provi- 
sions of  this  part,  poultry  meat  and 

other  poultry  products  from  the  States 
nf  Sinaloa  and  Sonora.  Mexico,  may  be 
imported  into  the  United  States  under 
the  following  conditions: 

(a)  The  i>oultry  meat  or  other  poultry 
products  are  derived  from  poultry  born 
and  raised  in  Sinaloa  or  Sonora  and 
slaughtered  in  Sinaloa  or  Sonora  at  a 
federally  inspected  slaughter  plant 
under  the  direct  supervision  of  a  full- 
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time  salaried  veterinarian  of  the  Gov- 
ernment of  Mexico,  and  the  slaughter 
plant  must  be  approved  to  export  poul- 
try meat  and  other  poultry  products  to 
the  United  States  in  accordance  with  9 
CFR  381.196. 

(b)  If  processed,  the  poullay  meat  or 
other  poultry  products  were  processed 
in  either  Sinaloa  or  Sonera.  Mexico,  in 
a  federally  inspected  processing  plant 
that  is  under  the  direct  supervision  of 
a  full-time  salaried  veterinarian  of  the 
Government  of  Mexico. 

(c)  The  poultry  meat  or  other  poultry 
products  have  not  been  in  contact  with 
poultry  from  any  State  in  Mexico  other 
than  Sinaloa  or  Sonora  or  with  poultry 
from  any  other  region  not  listed  in 
§94.6  as  a  region  where  exotic  New- 
castle disease  is  not  known  to  exist. 

(d)  The  foreign  meat  inspection  cer- 
tificate accompanying  the  poultry 
meat  or  other  poultry  products  (re- 
quired by  9  CFR  881.197)  includes  state- 
ments certifying  that  the  requirements 
in  paragraphs  (a),  (b),  and  (c)  of  this 
section  have  been  met  and,  if  applica- 
ble, listing  the  numbers  of  the  seals  re- 
quired by  paragraph  (eXD  of  this  sec- 
tion. 

(e)  The  shipment  of  poultry  meat  or 
otdier  poultry  products  has  not  been  in 
any  State  in  Mexico  other  than  Sinaloa 
or  Sonora  or  in  any  other  region  not 
listed  in  §94.6  as  a  region  where  exotic 
Newcastle  disease  is  not  known  to 
exist,  unless: 

(1)  The  poultry  meat  or  other  poultry 
products  arrive  at  the  U.S.  port  of 
entry  in  shipping  containers  bearing 
Intact,  serially  numbered  seals  that 
were  applied  at  the  federally  inspected 
slaughter  plant  by  a  full-time  salaried 
veterinarian  of  the  Gk>vemment  of 
Mexico,  and  the  seal  numbers  cor- 
respond with  the  seal  numbers  listed 
on  the  foreign  meat  Inspection  certifi- 
cate: or 

(2)  The  poultry  meat  or  other  poultry 
products  arrive  at  the  U.S.  port  of 
entry  in  shipping  containers  bearing 

seals  that  have  different  numVjers  than 
the  se:i!  numbers  on  the  foreign  meat 
inspection  certificate,  but,  upon  in- 
spection of  the  hold,  compartment,  or 
container  and  all  accompanying  docu- 
mentation, an  APHIS  representative  is 
satisfied  that  the  poultry  containers 
were  opened  and  resealed  en  route  by 


an  appropriate  official  of  the  Govern- 
ment of  Mexico  and  the  poultry  meat 
or  other  poultry  products  were  not  con- 
taminated or  exposed  to  contamination 
during  movement  from  Sinaloa  or  So- 
nora to  the  United  States. 

165  FR  15526,  Mar.  23.  2000] 

PART  9S-SANITARY  CONTRM  W 

ANIMAL  BYPRODUCTS  (EXCEPT 
CASINGS).  AND  HAY  AND 
STRAW,  OFFERED  FOR  ENTRY 
INTO  THE  UNITED  STATES 

Sec. 

95.1  Definitions. 

95.2  Region  of  origin. 

96.3  Byproducts  from  diaeaBed  animals  pro- 
hibited. 

96.4  Restriotlcnis  on  the  Imporfcatloii  of 

processed  animal  protein,  offal,  tankage, 
fat,  glands,  certain  tallow  other  than  tal- 
low derlvativw.  and  senun  due  to  bovine 
sponffiform  encephalopathy. 

95.5  Unlaimed  hides  and  skins;  require- 
ments for  unrestricted  entry. 

96.6  T'ntanned  hides  and  skins;  importations 
permitted  subject  to  restrictions. 

96.7  Wool.  hair,  and  brlstlee:  reqtdreanente 
for  unrestricted  entry. 

96.8  Wool,  hair,  and  bristles;  importations 
permitted  sabjeot  to  reetrlotlons. 

96.9  Glue  stock;  reqalrements  for  unre- 
stricted entry. 

96.10  Glue  stock:  Importations  permitted 
subject  to  restrictions. 

95.11  Bones,  horns,  and  hoofs  for  troplues  or 
museums:  disinfected  boofii. 

96.12  Bones,  horns,  and  hoofs;  laqKntatlOBB 
permitted  subject  to  restrictilons. 

96.13  Bone  meal  for  use  as  fertiliser  or  as 
feed  for  domestic  animals;  requiximentB 
for  entry. 

96.14  Blood  meal,  tankage,  meat  meal,  and 

similar  products,  for  use  as  fertilizer  OT 
animal  feed;  requirements  for  entry. 

95.15  Blood  meal,  blood  albumin,  intestines. 

and  other  animal  byproducts  for  indus- 
trial use:  requirements  for  unrestricted 
entry. 

96.16  Blood  meal,  blood  albumin.  Intestinee, 
and  other  animal  byproducts  for  indttS» 
trial  use;  importations  permitted  sabjeot 
to  restrictions. 

95.17  Glands,  organs,  ox  gall,  and  like  mate- 
rials; reqairements  for  unrestricted 
entry. 

95.18  Glands,  organs,  ox  gall,  and  like  mate- 
rials: importations  permitted  sabjeot  to 

restrictions. 

95.19  Animal  stomachs. 

95.20  Animal  manure. 

95.21  Hay  and  straw;  requirements  for  unre- 
stricted entry. 
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95.22  Hay  and  straw:  ImportatlonB  per- 
mitted saliject  to  restrictioxuB. 

96.28  Prevloiisly  need  meat  oovers:  Importa- 
tions permitted  subject  to  restrictions. 

96.24  Methods  for  disinfection  of  hides, 
skins,  and  other  materials. 

96.25  Transportation  of  restricted  Import 
products;  placarding  cars  and  marking 
biUlnflr:  unloadinsr  enronte. 

96.26  Railroad  cars,  trucks,  boats,  aircraft 
and  other  means  of  conveyance,  equip- 
ment or  containers,  yards,  and  premises; 
cleaning  and  disinfection. 

95.27  Regulations  applicable  to  products 
from  Territorial  possessions. 

96.28  Hay  or  straw  and  similar  material 
from  tick-infested  areas. 

96.29  Omtification  for  certain  materials. 

Authority:  21  U.S.C.  ill.  136.  and  196a:  31 
U.S.G.  9TO1:  7  CFR  2.22.  2.80.  and  371.4 

Source:  28  FR  5961.  June  13.  1963.  unless 

otherwi.se  noted. 

fi95.1  Definitions. 

Whenever  in  the  regulations  in  this 
part  the  following  words,  names,  or 
terms  are  need  they  shall  be  oonstraed, 
respectively,  to  mean: 

Administrator  means  the  Adminis- 
trator, Animal  and  Plant  Health  In- 
spection Service,  or  any  Individual  au- 
thorized to  act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS)  means  the  Animal  and 
Plant  Health  Ihspeotion  Service  of  the 
United  States  Department  of  Agri- 
culture. 

Animal  byproducts  means  hides,  skins, 
hair,  wool,  glue  stock,  bones,  hoofis, 
horns,  bone  meal,  hoof  meal,  horn 
meal,  blood  meal,  meat  meal,  tankage, 
glands,  organs,  or  other  parts  or  prod- 
ucts of  ruminants  and  swine  unsuitable 
for  human  consumption. 

Apprnvcd  chlorinating  equipment 
means  equipment  approved  by  Veteri- 
nary Services  as  efficient  for  the  dis- 
infection of  effluents  against  the  con- 
tagions of  foot-and-mouth  disease  and 
rinderpest. 

Approved  establishment  means  an  es- 
tablishment approved  by  Veterinary 
Services  for  the  receipt  and  handling  of 
restricted  import  animal  byproducts. 

Approved  sewerage  system  means  a 
drainage  system  equipped  and  operated 
so  as  to  carry  and  dispose  of  sewage 
without  endangering  livestock  thi'ough 
the  contamination  of  streams  or  fields 
and  approved  by  the  Veterinary  Serv- 
ices. 


Approved  warehouse  means  a  ware- 
house having  facilities  approved  by 
Veterinary  Services  for  the  handling 
and  storage,  apart  from  other  merchan- 
dise, of  restricted  Import  products. 

Blood  meal  means  dried  blood  of  ani- 
mals. 

Bone  meal  means  ground  animal 
bones  and  hoof  meal  and  horn  meal. 

Department  means  the  United  States 
Department  of  Agriculture. 

Deputy  Adminisfratnr  of  Veterinary 
Services  means  the  Deputy  Adminis- 
trator of  Veterinary  Services. 

Otue  stock  means  fleshings,  hide 
cuttings  and  parings,  tendons,  or  other 
collagenous  parts  of  animal  carcasses. 

Hay  and  straiv  means  dried  grasses, 
clovers,  legumes,  and  similar  materials 
or  stalks  or  stems  of  various  grains, 
such  as  barley,  oats,  rice,  rye,  and 
wheat. 

Inspector  means  an  inspector  of  Vet- 
erinary Services. 

Meat  meal  or  tankoffe  means  the  ren- 
dered and  dried  carcasses  or  parts  of 
the  carcasses  of  animals. 

Processed  animal  protein  means  meat 
meal,  bone  meal,  meat  and  bone  meal, 
blood  meal,  dried  plasma  and  other 
blood  products,  hydrolyzed  proteins, 
hoof  meal,  horn  meal,  poultry  meal, 
feather  meal,  fish  meal,  and  any  other 
similar  products. 

Region.  Any  defined  geographic  land 
area  identifiable  by  geological,  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish. Province,  State,  etc.) 

(3)  Parts  of  several  national  entities 
combined  into  an  area;  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 

Unifrd  States  means  the  several 
States,  the  District  of  Columbia, 
Guam,  the  Northern  Mariana  Islands, 
Puerto  Rico,  the  Virgin  Islands  of  the 
United  States,  and  all  other  territories 
and  possessions  of  the  United  States. 

Veterinary  Services  means  the  Veteri- 
nary Services  unit  of  the  Animal  and 
Plant    Health    Inspection  Service, 
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United  States  Department  of  Agri- 
culture. 

128  FU  5081,  June  13.  1963.  aa  amended  at  56 
FR  19796,  Apr.  30.  1991;  SO  FE  68869.  Dec.  6. 
1901;  62  FR  56084.  Oct.  28.  1967;  06  PR  42800. 
Aug.  14.  2001J 

I98.S  Region  of  origin. 

No  products  or  materials  specified  in 

the  regulations  in  this  part  shall  be  im- 
ported unless  there  be  shown  upon  the 
commercial  invoice,  or  in  some  other 
manner  satisfactory  to  the  Deputy  Ad- 
ministrator. Veterinary  Services,  the 
name  of  the  region  of  origin  of  such 
product  or  material:  Provided,  That  the 
region  of  origin  shall  be  constraed  to 
mean  (a)  in  the  case  of  an  animal  by- 
product, the  region  in  whi<  h  such  prod- 
uct was  taken  from  an  ammal  or  ani- 
mals, and  (b)  in  the  case  of  other  mate- 
rials,  the  region  in  which  such  mate- 
rials were  produced. 

[28  FR  5981.  June  13.  1963.  as  amended  at  62 
FR  56024.  Oct.  28. 1997] 

§95^  Byproducts  froai  dieeMed  ani- 
mals prohibited. 

The  importation  of  any  animal  by- 
product taken  or  removed  from  an  ani- 
mal affected  with  anthrax,  foot-and- 
mouth  disease,  or  rinderpest  is  prohib- 
ited. 

§95.4  Restrictions  on  the  importation 
of  processed  animal  protein,  offal, 
tankage,  fat,  glands,  certain  tallow 
other  tlian  tallow  derivatives,  and 
serum  due  to  bovine  spongiform 
encephalopathy. 

(a)  Except  as  provided  in  paragraphs 
(c)  through  (f>  of  this  section,  the  im- 
portation of  the  following  is  prohib- 
ited: 

(1)  Any  of  the  materials  listed  in 
paragraphs  (a)(l)(i)  through  (a)(l)(iv)  of 
this  section  that  have  been  derived 
from  animals  that  have  been  in  any  re- 
gion listed  in  §  94.18(a)  of  this  chapter: 

(1)  Processed  animal  protein,  tank- 
age, offal,  and  tallow  other  than  tallow 
derivatives,  unless,  in  the  opinion  of 
the  Administrator,  the  tallow  cannot 
be  used  in  feed,  r^rardless  of  the  ani- 
mal species  from  which  Uie  material 
was  derived: 

(ii)  Glands  and  unprocessed  fat  tissue 
derived  firom  ruminants; 


(iii)  Processed  fats  and  oils,  and  de- 
rivatives of  processed  animal  protein, 
tankage,  and  ofllBkl,  regardless  of  the 
animal  species  from  whi<di  the  mate- 
rial was  derived:  and 

(iv)  Derivatives  of  glands  from 
mmiiiants. 

(2)  Any  of  the  ma tf rials  listed  in 
paragraphs  (a)(2)(i)  throui^h  (a)(2Viv)  of 
this  section  that  have  been  stored,  ren- 
dered, or  otherwise  processed  in  a  re- 
gion listed  in  §  94.18(a)  of  this  chapter, 
or  that  have  otherwise  been  associated 
with  a  facility  in  a  region  listed  in 
§  94.18(a)  of  this  chapter  or  with  any 
material  listed  in  paragraph  (aKD 
through  (a)(3)  of  this  section: 

(i)  Processed  animal  protein,  tank- 
age, offal,  and  tallow  other  than  tallow 
derivatives,  unless,  in  the  opinion  of 
the  Administrator,  the  tallow  cannot 
be  used  in  feed,  regardless  of  the  ani- 
mal species  from  which  the  material 
was  derived; 

(ii)  Glands  and  unprocessed  fat  tissae 
derived  from  ruminants; 

(iii)  Processed  fats  and  oils,  and  de- 
rivatives of  processed  animal  protein, 
tankage,  and  offal,  regardless  of  the 
animal  species  from  which  the  mate- 
rial was  derived;  and 

(Iv)  Derivatives  of  glands  from 
ruminants. 

(3)  Products  containing  any  of  the 
items  listed  in  paragraphs  (a)(1)  and 
(a)(2)  of  this  section. 

fb)  Except  as  provided  in  paragraphs 
(d)  and  (f)  of  this  section,  the  importa- 
tion of  serum  from  ruminants  that 
have  been  in  any  region  listed  in 
§ 91.18(a)  of  this  chapter  is  prohibited, 
except  that  serum  from  ruminants  may 
be  imported  for  scientific,  educational, 
or  research  purposes  if  the  Adminis- 
trator determines  that  the  importation 
can  be  made  under  conditions  that  will 
prevent  the  introduction  of  bovine 
spongiform  encephalopathy  into  the 
United  States.  Serum  from  ruminants 
imported  in  accordance  with  this  para- 
graph must  be  accompanied  by  a  per- 
mit Issued  by  APHIS  in  accordance 

with  §104  4  of  this  chapter,  and  must  be 
moved  and  handled  as  specified  on  the 
permit. 

(c)  Materials  that  are  otherwise  pro- 
hibited importation  into  the  United 
States  under  paragraph  (a)  of  this  sec- 
tion may  be  imported  into  the  United 
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Sliates  if  the  following  conditions  are 
met  prior  to  importation: 

(1)  The  material  is  derived  from  a 
nonrominant  species,  or  from  a  rumi- 
nant species  if  the  nuninants  have 
never  been  in  any  region  listed  in 
§  94.18(a)  of  this  chapter. 

(2)  All  steps  of  processing  and  storing 
the  material  are  carried  oat  in  a  for- 
eign facility  that  has  not  been  used  for 
the  processinsr  and  .-^toi  age  of  materials 
derived  from  ruminants  that  have  been 
in  any  re^on  listed  in  f  94.18(a>  of  this 
chapter. 

(3)  The  facility  demonstrates  to 
APHIS  that  the  materials  intended  for 
exportation  to  the  United  States  were 
transported  to  and  from  the  facility  in 
a  manner  that  would  prevent  cross- 
contamination  by  or  commingling  with 
prohibited  materials. 

(4)  If  the  facility  processes  or  handles 
any  material  derived  from  mammals, 
the  facility  has  entered  into  a  coopera- 
tive service  agreement  executed  by  the 
operator  of  the  facility  and  APHIS.  In 
accordanr-p  with  the  cooperative  serv- 
ice agreement,  the  facility  must  be 
current  in  paying  all  costs  for  a  veteri- 
narian of  APHIS  to  inspect  the  facility 
(it  Is  anticipated  that  such  inspections 
will  occur  approximately  once  per 
year),  including  travel,  salary,  subsist- 
ence, administrative  overhead,  and 
other  incidental  expenses  (including 
excess  baggage  provisions  up  to  150 
pounds).  In  addition,  the  facility  must 
have  on  deposit  with  APHIS  an  unobli- 
gated amount  equal  to  the  cost  for 
APHIS  personnel  to  conduct  one  in- 
spection. As  funds  from  that  amount 
are  obligated,  a  bill  for  costs  incurred 
based  on  official  accounting  records 
will  be  issiird  to  restore  the  deposit  to 
the  original  level,  revised  as  necessai'y 
to  allow  for  inflation  or  other  changes 
in  estimated  costs.  To  be  current,  bills 
must  be  paid  within  14  days  of  receipt. 

(5)  The  facility  allows  periodic 
APHIS  inspection  of  its  Dacilities, 
records,  and  operations. 

(6)  Each  shipment  to  the  United 
States  is  accompanied  by  an  original 
certificate  signed  by  a  ftill-time,  sala- 
ried veterinarian  of  the  government 
agency  responsible  for  animal  health  in 
the  region  of  export  certifying  that  the 
conditions  of  paragraphs  (c)(1)  through 
(c)(3)  of  this  section  have  been  met. 


(7)  The  person  importing  the  diip- 
ment  has  applied  for  and  obtained  from 
APHIS  a  United  States  Veterinary  Per- 
mit for  Importation  and  Transpor- 
tation of  Controlled  Materials  and  Or^ 
ganisms  and  Vectors  by  filing  a  permit 
application  on  VS  form  16-3.  (VS  Form 
16-3  may  be  obtained  from  APHIS,  Vet- 
erinary Services,  National  Center  for 
Import-Export.  4700  River  Road  Unit  38, 
Riverdale.  MD  20737  1231,  or  electroni- 
cally at  http:/-www,aphis.  usda.gov/ 
ncie.) 

(d)  The  importation  of  serum  albu- 
min, serocolostrum.  amniotic  liquids 
or  extracts,  and  placental  liquids  de- 
rived ftrom  ruminants  that  have  been  in 
any  region  listed  in  §94, 18(a)  of  this 
chapter,  and  of  collagen  and  collagen 
products  that  meet  any  of  the  condi- 
tions listed  in  paragraphs  (a)(1) 
through  (a)(3)  of  this  section,  is  prohib- 
ited unless  the  following  conditions 
have  been  met: 

(1)  The  article  is  imported  for  use  as 
an  in--;]  edlent  in  cosmetics; 

(2)  The  person  importing  the  article 
has  obtained  a  United  States  Veteri- 
nary Permit  for  Importation  and 
Transportation  of  Controlled  Materials 
and  Oreanisms  and  Vectors  by  filing  a 
permit  application  on  VS  form  16-3  (VS 
Form  16-3  may  be  obtained  from 
APHIS,  Veterinary  Services,  National 
Center  for  Import-Export.  4700  River 
Road  Unit  38.  Riverdale,  MD  20737-1231, 
or  electronically  at  http:// 
www.aphis.usda.gov/ncie.);  and 

(3>  The  permit  application  states  the 
intended  use  of  the  article  and  the 
name  and  address  of  the  consignee  in 
the  United  States. 

(e)  Insulin  otherwise  prohibited  from 
importation  into  the  United  States 
under  paragraph  (a)  of  this  section  is 
not  prohibited  ftom  importation  under 
that  paragraph  if  the  insulin  is  for  the 
personal  medical  use  of  the  person  im- 
porting it  and  if  the  person  importing 
the  shipment  has  applied  for  and  ob- 
tained from  .APHIS  a  United  States 
Veterinary  Permit  for  Importation  and 
Transportation  of  Controlled  Materials 
and  Organisms  and  Vectors  by  filing  a 
permit  application  on  VS  form  16  3. 
(VS  Form  1&  3  may  be  obtained  from 
APHIS,  Veterinary  Services,  National 
Center  for  Import-Ebgport,  47(X)  River 
Road  Unit  38,  Riverdale.  MD  20737-1231, 
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or       electronically       at  http:// 

www.aphis.usda.jTOv  ncie.  Note:  Insulin 
tliat  is  not  prohibited  from  importa- 
tion under  tUs  paragraph  may  be  pro- 
hiV)ited  from  importation  under  other 
Federal  laws,  including  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  21 
U.S.C.  321  et  seq.) 

(f)  Articles  that  are  prohibited  im- 
portation into  the  United  States  in  ac- 
cordance with  this  section  may  transit 
the  United  States  for  immediate  export 
if  the  following  conditions  are  met: 

(1)  The  person  moving  the  articles 
has  obtained  from  APHIS  a  United 
States  Veterinary  Permit  for  Importa^ 
tion  and  Transportation  of  Controlled 
Materials  and  Organisms  and  Vectors 
by  filing  a  permit  application  on  VS 
form  16>3.  (VS  Form  may  be  ob- 
tained from  APHIS,  Veterinary  Serv- 
ices, National  Center  for  Import-Ex- 
port, 4700  River  Road  Unit  38,  River- 
dale,  MD  30737-1231.  or  electronically  at 
http://www^aphis.usda.gov  ncle. ) 

(2)  The  articles  are  sealed  in  leak- 
proof  containers  bearing  serial  num- 
bers dnringr  transit.  Each  container  re- 
mains sealed  during  the  entire  time 

that  it  is  in  the  United  States. 

(.3)  The  person  moving  the  articles 
notifies,  in  writing-,  the  Plant  Protec- 
tion and  Quarantine  Officer  at  both  the 
place  in  the  United  States  where  the 
articles  will  arrive  and  the  port  of  ex- 
port prior  to  such  transit.  The  notifica- 
tion includes  the: 

(i)  United  States  Veterinary  Permit 
for  Importation  and  Transportation  of 
Controlled  Materials  and  Organisms 
and  Vectors  permit  number; 

(ii)  Times  and  dates  of  arrival  in  the 
United  States; 

(ill)  Times  and  dates  of  exportation 
from  the  United  States: 
(iv)  Mode  of  transportation;  and 
(V)  Serial  numbers  of  the  sealed  con- 
tain* is 

(4)  The  articles  transit  the  United 

States  in  Customs  bond. 

(Approved  by  the  Ollice  of  Management  and 
Budget  under  control  numbers  0B79-0016  and 
0579-0183) 

[06  FR  42800.  Avg.  14. 2001] 

Untanned  hides  and  skins;  re- 
quiremeiits  tor  unrestricted  enlsy. 

Untanned  hides  and  or  skins  of  cat- 
tle,    buffalo,     sheep,    goats,  other 


rominants.  and  swine  wMch  do  not 

meet  the  conditions  of  requirements 
specified  in  any  one  of  paragraplis  (a) 
to  (e)  of  this  section  aiiall  not  be  im- 
ported except  subject  to  handling  and 
treatment  in  accordance  with  |96.6 
after  arrival  at  the  port  of  entry: 

(a)  Hides  or  skins  originating  in  and 
shipped  directly  from  a  region  not  de- 
clared by  the  Secretary  of  Ag^riculture 
to  be  infected  with  foot-and-mouth  dis- 
ease or  rinderpest  may  be  imported 
without  further  restriction. 

(b)  Hides  or  skins  may  be  imported 
without  other  restriction  if  found  upon 
inspection  by  an  inspector,  or  by  cer- 
tificate of  the  shipper  or  importer  sat- 
isfactory to  said  inspector,  to  be  hard 
dried  hides  or  skins. 

(c)  Abattoir  hides  or  skins  taken 
firom  animals  slaughtered  under  na- 
tional government  inspection  in  a  re- 
gion' and  in  an  abattoir  in  which  is 
maintained  an  inspection  service  deter- 
mined by  the  Secretary  of  Agriculture 
to  be  adequate  to  assure  that  they  have 
been  removed  from  animals  found  at 
time  of  slaughter  to  be  free  from  an- 
thrax, foot-and-mouth  disease,  and  rin- 
derpest, and  to  assure  further  the  id*  ti 
tity  of  such  materials  until  loaded 
upon  the  transporting  vessel,  may  be 
imported  without  other  restriction  if 
accompanied  by  a  certificate  l» earing 
the  seal  of  the  proper  department  of 
such  national  government  and  signed 
by  an  official  veterinary  in8i>eotor  of 
such  region  showing  that  the  thei  ein 
described  hides  or  skins  were  taken 
from  animals  slaughtered  in  such  spec- 
ified abattoir  and  found  firee  from  an- 
thrax, foot-and-mouth  disease,  and  rin- 
derpest. 

(d)  Hides  or  skins  may  be  imported 
without  other  restriction  if  shown 
upon  inspection  i  v  an  inspector,  or  by 
certificate  of  tlie  shipper  or  importer 
satisfactory  to  said  inspector,  to  have 
been  pickled  in  a  solution  of  salt  con- 
taining: mineral  acid  and  packed  in  bar- 
rels, casks,  or  tight  cases  whUe  still 
wet  with  such  solution. 


1  Names  of  regions  of  this  character  will  be 

funiislied  upon  request  to  the  Animal  and 
Plant  Health  Inspection  Service,  Veterinary 
Services.  National  Center  for  Xmport-flsport, 
1700  River  Road  Unit  38.  Biverdale,  Maryland 

20737-1231. 
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(e)  Hides  or  skins  may  be  imported 
without  other  restriction  if  shown 
upon  inspection  by  an  inspector,  or  by 
certificate  of  the  sinpper  or  importer 
satlaEactory  to  said  inspector,  to  have 
been  treated  with  lime  in  such  manner 
and  for  such  period  as  to  have  become 
dehaired  and  to  have  reached  the  stage 
of  preparation  for  immediate  manufac- 
ture into  products  ordinarily  made 
from  rawhide. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0015) 

[28  FR  5981.  June  13,  1963.  as  amended  at  48 
FR  57472,  Dec.  80.  1963;  92  FR  56024,  Oct.  28. 
1997] 

§95.6    Untannod  hides  and  skins;  im- 
gort^oms  permitted  subject  to  re- 

Hides  or  skins  offered  for  importa- 
tion which  do  not  meet  the  c  onditions 
or  requirements  of  §95.5  shall  be  han- 
dled and  treated  in  the  following  man- 
ner after  arrival  at  the  port  of  entry: 

(a)  They  shall  be  consigned  from  the 
coast  or  border  port  of  arrival  to  an  ap- 
proved establishment  and  shall  be  sub- 
ject to  disinfection  by  such  method  or 
methods  as  the  Deputy  Administrator, 
Veterinary  Services  may  prescribe  un- 
less the  said  establishment  discharges 
drainage  into  an  approved  sewerage 
ssrstem  or  has  an  approved  chlorinating 
equipment  adpqunfe  fo:-  the  proper  dis- 
infection of  effluents;  Provided,  how- 
ever. That  upon  permission  of  the  Dep- 
uty Administrator,  Veterinary  Serv- 
ices such  hides  or  skins  may  be  stored 
for  a  temporary  period  in  approved 
warehouses  under  bond,  and  under  the 
supervision  of  an  inspector:  And  pro- 
vidfd  further,  That  I.  T.  or  inbound 
shipments  of  hides  oi^  skins  may  go  for- 
ward under  customs  seals  from  a  coast 
or  border  port  of  arrival,  with  Idie  ap- 
proval of  an  inspector  at  said  port,  to 
another  port  in  the  United  States  for 
consuinpiiun  entry  subject  to  the  other 
provisions  of  this  section. 

(b)  They  shall  be  moved  from  the 
coast  or  border  port  of  arrival  or.  in 
case  of  I.  T.  or  in-bound  shipments, 
from  the  interior  port  to  the  approved 
establishment  in  cars  or  trucks  or  in 
vessel  compai'traents  with  no  other  ma- 
terials contained  therein,  sealed  with 
seals  of  the  Department,  which  shall 
not  be  broken  except  by  inspectors  or 


other  persons  authorized  by  the  Deputy 
Administrator.  Veterinary  Services  so 
to  do.  or  without  sealing  as  aforesaid 
and  with  other  freight  when  packed  in 
tight  cases  or  casks  acceptable  to  the 
inspector  iui  charge  at  the  port  of 
entry. 

(c)  They  shall  be  handled  at  the  ap- 
proved establlithment  under  the  direc- 
tion of  an  inspector  in  a  manner  ap- 
proved by  the  Deputy  Administrator. 
Veterinary  Services  to  guard  against 
the  dissemination  of  foot-and-mouth 
disease  and  rindenpest.  They  shall  not 
be  removed  therefrom  except  upon  spe- 
cial permission  of  the  Deputy  Adminis- 
trator, Veterinary  Services  and  upon 
compliance  with  all  the  conditions  and 
requirements  of  this  section  relative  to 
the  movement  of  the  said  hides  and 
skins  from  the  port  of  arrival  to  the 
said  establishment. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0015) 

(38  FR  8681,  June  13,  1068,  as  amended  by  50 
FR  67134,  Dec.  29. 1904] 

§96.7  Wool,  Ipair,  and  Inristle^  require- 
ments finr  imresArieted  entcy. 

Wool,  hair,  or  bristles  derived  from 
ruminants  and  or  swine  which  do  not 
meet  the  conditions  or  requirements 
specified  in  ainy  one  of  paragraphs  (a) 
to  (d)  of  this  section  shall  not  be  im- 
ported except  subject  to  handlinsr  and 
treatment  in  accordance  with  §95.8 
after  their  arrival  at  the  port  of  entry: 
Provided,  however.  That  no  bloodstained 
wool.  hair,  or  bristles  shall  be  Imported 
under  any  condition: 

(a)  Such  wool,  hair,  or  bristles  may 
be  imported  ^thout  other  restriction 
if  orlginatine^  in  and  shipped  directly 
from  a  region  not  declared  by  the  Sec- 
retary of  Agriculture  to  be  infected 
with  foot-and-mouth  disease  or  rinder- 
pest . 

(b)  Wool  or  hair  clipped  from  live  ani- 
mals or  pulled  wool  or  hair  may  be  im- 
ported without  other  restriction  if  the 
said  wool  or !  hair  is  reasonably  free 
from  animal  mannr^^  in  the  form  of 
dung  locks  or  otherwise. 

(c)  Wool,  hair,  oi  bristles  taken  from 
sheep,  goats,  i  cattle,  or  swine,  when 
such  animals  have  been  slaughtered 
under  national  government  inspection 
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In  a  reg"ion'  and  in  an  abattoir  in  which 
is  maintained  an  inspection  service  de- 
termined by  the  Secretary  of  Agrl- 
colture  to  be  adequate  to  assure  that 
such  materials  have  been  removed 
from  animals  found  at  time  of  slaugh- 
ter to  be  free  from  anthi-ax,  foot-and- 
mouth  disease,  and  rinderpest,  and  to 
assure  further  the  identity  of  such  ma- 
terials until  loaded  upon  the  trans- 
porting vessel,  may  be  imported  with- 
out other  restrictioii  if  accompanied  by 
a  certificate  bearing  the  seal  of  the 
proper  department  of  said  national 
government  and  signed  by  an  official 
veterinary  inspector  of  such  region 
showing"  that  the  therein  described 
wool,  hair,  or  bristles  were  taken  from 
animals  slaughtered  in  such  specified 
abattoir  and  found  free  firom  anthrax, 
foot-and-mouth  disease,  and  rinderpest. 

(d)  Wool.  hair,  or  bristles  which  have 
been  scoured,  thoroughly  washed,  or 
dyed  may  be  imported  without  other 
restriction. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0015) 

[28  FR  5981.  June  13.  1963.  as  amended  at  48 
FR  57472.  Dec.  30,  1983;  62  FR  56024.  Oct,  28. 
1997] 

§  95.8  Wool,  hair,  and  bristles;  importa- 
ttons  permitted  subjeet  to  restric- 
tions. 

Wool.  hair,  or  bristles  offered  foi'  im- 
portation which  do  not  meet  the  condi- 
tions or  requirements  of  §95.7  shall  be 
handled  and  treated  in  the  following 
manner  after  arrival  at  the  port  of 
entry: 

(a)  Such  wool,  hair,  or  bristles  shall 
be  consigned  from  the  coast  or  border 

port  of  arrival  to  an  approved  estab- 
lishment; Provided,  however.  Tliat  upon 
permission  by  the  Deputy  Adminis- 
trator, Veterinary  Services  such  wool, 
hair,  or  bristles  may  be  stored  for  a 
temporary  period  in  approved  ware- 
houses under  bond  and  under  the  sui)er- 
vision  of  an  inspector:  And  provided  fur- 
ther. That  T.  T.  on  in-bond  shipments  of 
wool.  hair,  or  bristles  may  go  forward 
under  customs  seals  from  a  coast  or 
border  port  of  arrival,  with  the  ap- 
proval of  an  inspector  at  said  poi  t  .  to 
another  port  for  consumption  entry, 


'  See  footnote  1  to  §95.5. 


subject  to  the  other  provisions  of  this 
section. 

(b)  Such  wool,  hair,  or  bristles  shall 

be  moved  from  the  coast  oi  l)oi  der  port 
of  arrival  or.  in  the  case  of  1.  T.  or  in- 
bond  shipments,  from  the  interior  port 
to  the  establishment  in  cars  or  trucks 
or  in  vessel  compartments  with  no 
other  materials  contained  therein, 
sealed  with  seals  of  the  Department, 
which  shall  not  be  broken  except  by  in- 
spectors or  other  persons  authorized  by 
the  Deputy  Administrator.  Veterinary 
Services  so  to  do,  or  without  sealing  as 
aforesaid  and  with  other  freight  wlien 
packed  in  tight  cases  acceptable  to  an 
inspector. 

(c)  Such  wool,  hair,  or  bristles  shall 
be  handled  at  the  establishment  under 
the  direction  of  an  inspector  in  a  man- 
ner approved  by  the  Deputy  Adminis- 
trator, Veterinary  Services  to  guard 
against  the  dissemination  of  foot-and- 
mouth  disease  and  rinderpest.  Such 
products  shall  not  be  removed  there- 
from except  upon  special  permission  of 
the  Deputy  Administrator,  Veterinary 
Services  and  upon  compliance  with  all 
the  conditions  and  requirements  of  this 
section  relative  to  the  movement  of 
the  said  wool,  hair*  or  bristles  tcom  the 
port  of  arrival  to  the  said  establish- 
ment. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0015) 

[28  FR  5981.  June  13.  1963.  as  amended  by  59 
FROT134,Dec.29,1994] 

§95.9  CSmb  stoek;  raqnlreiBmits  ibr 
unrestricted  entry. 

Glue  stock  which  does  not  meet  the 
conditions  or  requirements  specified  in 
any  one  of  paragraphs  (a)  to  (c)  of  this 
section  shall  not  be  Imported  except 
subject  to  handling-  and  treatment  in 
accordance  with  §95.10  after  arrival  at 
the  port  of  entry: 

(a)  Qlue  stock  originating  in  and 
shipped  directly  from  a  region  not  de- 
clared by  the  Secretary  of  Atrriculture 
to  be  infected  with  foot-and-mouth  dis- 
ease or  rinderpest  may  be  imported 
without  other  restriction. 

(b)  Glue  stock  may  be  imported  with- 
out other  restriction  if  found  upon  in- 
spection by  an  inspector,  or  by  certifl- 
cate  of  the  shipper  or  importer  satis- 
factory to  said  inspector,  to  have  been 
properly  treated  by  acidulation  or  by 


520 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Service.  USDA 


§95.11 


soaking  in  milk  of  lime  or  a  lime  paste: 
or  to  have  been  dried  so  as  to  render 
each  piece  of  the  hardness  of  a  sun- 
dried  hide. 

(c)  Glue  stock  taken  from  cattle, 
sheep,  g-oats.  or  swine  slaughtered 
under  national  government  inspection 
in  a  region^  and  in  an  abattoir  in  which 
is  maintained  an  inspection  service  de- 
termined by  the  Secretary  of  A^ri- 
onlture  to  be  adequate  to  assure  that 
such  materials  have  been  removed 
from  animals  found  at  time  of  slaugh- 
ter to  be  free  from  anthrax,  foot-and- 
mouth  disease,  and  rinderpest,  and  to 
assure  farther  tlie  identity  of  such  ma- 
terials until  loaded  upon  the  trans- 
portintr  vessel,  may  be  imported  with- 
out other  restriction  if  accompanied  by 
a  certificate  bearing  the  seal  of  the 
proper  department  of  said  national 
government  and  signed  by  an  official 
veterinary  inspector  of  such  region 
showing  that  the  therein  described  glue 
stock  was  taken  from  animals  slaugh- 
tered in  such  specified  abattoir  and 
found  free  from  anthrax  foot-and- 
mouth  disease,  and  rinderpest. 

(Approved  by  the  Offlce  of  Management  and 
Budget  under  control  number  0579-0016) 

[28  FR  5981.  June  13.  1963.  a.s  amended  at  18 
FR  57472.  Dec.  30.  1883;  62  FR  56024.  Oct.  28. 
1997] 

S  95.10   Glue  stock;  importations  per- 
mitted subject  to  restrictions. 

Glue  stock  offered  for  importation 
whi(dl  does  not  meet  the  conditions  or 
requirements  of  §95.9  shall  be  handled 
and  treated  in  the  following  manner 
after  arrival  at  the  port  of  entry: 

(a)  It  shall  be  consigned  from  the 
coast  or  border  port  of  arrival  to  an  ap- 
proved establishment  and  shall  be  sub- 
ject to  disinfection  by  such  naethod  or 
methods  as  the  Deputy  Administrator, 
Veterinary  Services  may  prescribe  un- 
less the  said  establishment  discharges 
drainage  into  an  approved  sewerage 
system  or  has  an  approved  chlorinating 
equipment  adequate  for  the  proper  dis- 
infection of  effluents:  Provided,  how- 
ever. That  upon  permission  by  the  Dep- 
uty Administrator.  Veterinary  Serv- 
ices glue  stock  may  be  stored  for  a 
temporary  period  in  approved  ware- 
houses under  bond  and  under  the  super- 


'  See  footnote  1  to  f  95.5. 


vision  of  an  inspector:  And  provided  fur- 
ther. That  I.  T.  or  in-bond  shipments  of 
glue  stock  may  go  forward  under  cus- 
toms seals  firom  a  coast  or  border  port 
of  arrival  with  the  approval  of  an  in- 
spector at  said  port  to  another  port  for 
consumption  entry,  subject,  after  ar- 
rival at  the  latter  port,  to  the  other 
provisions  of  this  section. 

(b)  It  shall  be  moved  from  the  coast 
or  border  port  of  arrival  or,  in  case  of 
I.  T.  or  in-bond  shipments,  from  the  in- 
terior port  to  the  establishment  in  cars 
or  trucks  or  in  vessel  compartments 
with  no  other  materials  contained 
therein,  sealed  with  seals  of  the  De- 
partment, which  shall  not  be  broken 
except  by  inspectors  or  other  persons 
authorized  by  the  Deputy  Adminis- 
trator, Veterinary  Services  so  to  do.  or 
without  sealing  as  aforesaid  and  with 
other  freight  when  packed  in  tight 
cases  or  casks  acceptable  to  an  inspec- 
tor at  port  of  entry. 

(c)  It  shall  be  handled  at  the  estab- 
lishment under  the  direction  of  an  in- 
spector in  a  manner  approved  by  the 
Deputy  Administrator,  Veterinary 
Services  to  guard  against  the  dissemi- 
nation of  foot-and-mouth  disease  and 
rinderpest.  It  shall  not  be  removed 
therefrom  except  upon  special  permis- 
sion of  the  Deputy  Administrator,  Vet- 
erinary Serviee.s  and  upon  compliance 
with  all  the  conditions  and  require- 
ments of  this  section  relative  to  the 
movement  of  the  said  glue  stock  from 
the  port  of  arrival  to  the  said  estab- 
lishment. 

(Approved  by  ibe  Office  of  Manaerement  and 
Budget  under  control  number  0579-0015) 

[28  FR  S981.  June  13.  1963.  as  amended  by  59 
FR  67134.  Dec.  29. 1994] 

§95.11  Bmnes,  horns,  and  hoofs  for  tro- 
phies   or    irnisoninsj  disinfected 

noofs. 

(a)  Clean,  dry  bones,  horns,  and 
hoofs,  that  are  free  from  undried  pieces 
of  hide,  flesh,  and  sinew  and  are  offered 
for  entry  as  trophies  or  for  consign- 
ment to  museums  may  be  imported 
without  other  restrictions. 

(b)  Clean,  dry  hoofs  disinfeoted  in  the 
re-rion  of  origin  may  be  imported  with- 
out other  restrictions  if  the  following 
conditions  are  met: 

<1)  The  hoofs  have  been  disinfected 
using  one  of  the  following  methods: 
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(1)  Dry  heat  at  ISOPF  (82.2^0)  for  30 

minutes; 

(ii)  Soaking  in  boiling  water  for  20 
minutes; 

(lii)  Soaking-  In  a  0.1  percent  chlorine 
bleach  solution  foi'  2  hours: 

(iv)  Soaking  in  a  5  percent  acetic 
acid  solution  for  2  hours:  or 

(V)  Soakiny-  in  a  5  percent  hydrogen 
peroxide  solution  for  2  hours. 

(2)  The  hoofs  are  accompanied  by  a 
certificate  Issued  by  the  national  gov- 
ei'nmont  of  the  retrion  of  orig^in  and 
signed  by  an  official  veterinary  inspec- 
tor of  that  region  stating  that  the 
hooflB  have  been  disinfected  and  de- 
scribing the  manner  in  which  the  dis- 
infection was  accomplished. 

[28  FR  5981.  June  13.  1963.  as  amended  at  59 
FR  9400,  Feb.  28,  1994;  62  FR  56024,  Oct.  28, 

§  95.12  Bones,  horns,  and  hoofs;  impor- 
tattons  permitted  sul^ieet  to  reenio- 
ticns. 

Bones,  horns,  and  hoofs  offered  for 
importation  which  do  not  meet  the 
conditions  or  requirements  of  S  95.11 
shall  be  handled  and  treated  in  the  fol- 
lowing: manner  after  arrival  at  the  port 
of  entry: 

(a)  They  shall  be  consigned  from  the 

coast  or  border  port  of  arrival  to  an  ap- 
proved establishment  having  facilities 
for  their  disinfection  or  their  conver- 
sion into  products  customarily  made 
firom  bones,  horns,  or  hoofs:  Provided, 
however,  That  I.  T.  or  In-bond  ship- 
ments of  bones,  horns,  or  hoofs  may  go 
forward  under  customs  seals  from  a 
coast  or  border  port  of  arrival,  with  the 
approval  of  an  inspector  at  said  port, 
to  another  port  for  consumption  entry 
subject  to  the  other  provisions  of  this 
section. 

(b)  Thpy  shall  be  moved  from  the 
coast  or  border  port  of  arrival  or,  in 
case  of  I.  T.  or  in-bond  shipments,  from 
the  interior  port  to  the  establishment 
in  cars  or  true  lis  with  no  other  mate- 
rials contained  therein,  sealed  with 
seals  of  the  DeparUnent,  which  shall 
not  be  broken  except  by  inspectors  or 
other  persons  authorized  by  the  Deputy 
Administrator,  Veterinary  Services  so 
to  do,  or  without  sealing  as  aforesaid 
and  with  other  freight  when  packed  in 
tight  cases  or  casks  acceptable  to  an 
inspector  at  the  port  of  entry. 


(c)  They  shall  be  handled  at  the  es- 
tablishment under  the  direction  of  an 
inspector  in  a  manner  to  guard  against 
the  dissemination  of  anthrax,  foot-and- 
mouth  disease,  and  rinderpest,  and  the 
bags,  burlap,  or  other  containers  there- 
of, before  leaving  the  establishment, 
shall  be  disinfected  by  heat  or  other- 
wise, as  directed  by  the  Deputy  Admin- 
istrator, Veterinary  Services  or  burned 
at  the  establishment.  They  shall  not  be 
removed  therefrom  except  upon  special 
permission  of  the  Deputy  Adminis- 
trator, Veterinary  Services  and  upon 
compliance  with  all  the  conditions  and 
requirements  of  this  section  relative  to 
the  movement  of  the  said  bones,  horns, 
and  hoofiB. 

(Approved  by  the  Office  of  Management  and 

Budget  under  control  number  0679-0015) 

[28  FR  5981.  June  13.  1963.  as  amended  by  60 

FR  67134,  Dec.  29,  1994] 

195.13  Bone  meal  for  use  as  fertilizer 
or  as  feed  for  domestic  animals;  re- 
qiiiMBMiits  for  entry* 

Steamed  or  degelatinised  or  special 

steamed  bone  meal,  which,  in  the  nor- 
mal process  of  manufacture,  has  been 
prepared  by  heating  bone  under  a  min- 
imum of  20  pounds  steam  pressure  fbr 
at  least  one  hour  at  a  temperature  of 
not  less  than  250  "Fahrenheit  (121 
-Centigrade),  may  be  imported  without 
fttrther  restrictions  for  use  as  fertiliser 
or  as  feed  for  domestic  animals  if  such 
products  are  free  from  pieces  of  bone, 
hide,  flesh,  and  sinew  and  contain  no 
more  thaja  traces  of  hair  and  wool. 
Bone  meal  for  use  as  fertilizer  or  as 
feed  for  domestic  animals  which  does 
not  meet  these  requirements  will  not 
be  eligible  for  entry. 

§06.14  Blood  meal,  tankage,  meat 
meal,  and  similar  products,  for  nee 

as  fertilizer  or  animal  feed;  requlfe- 

ments  for  entry. 

Dried  blood  or  blood  meal,  lungs  or 
other  organs,  tankage,  meat  meal, 
wool  waste,  wool  manure,  and  similar 

products,  for  use  as  fertilizer  or  as  feed 
for  domestic  animals,  shall  not  be  im- 
ported except  subject  to  handling  and 
treatment  in  accordance  with  para- 
graphs Ca),  (b),  and  fc)  of  §95.16,  unless: 
(a)  Surh  products  originated  in  and 
were  shipped  directly  from  a  region  not 
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declared  by  the  Secretary  of  Agri- 
culture to  be  infected  with  foot-aild- 
mouth  disease  or  rinderpest;  or 

(b)  The  inspector  at  the  port  of  entry 
finds  that  such  products  have  been 
fully  processed  by  tanking  under  live 
steam  or  by  dry  rendering. 

[28  FR  5981.  June  13,  1963.  as  amended  at  62 

FR  56024.  Oct.  28,  1997] 

S86.15  Blood  meal,  blood  albumin,  in- 
testines, and  other  animal  byprod- 
ucts for  industrial  use;  requira- 
ments  for  unrestricted  entr>% 

Blood  meal,  blood  albumin,  bone 
meal,  intestines,  or  other  animal  mate- 
rials intended  for  use  in  the  industrial 
arts  shall  not  be  imported  except  sub- 
ject to  handling  and  treatment  in  ac- 
cordance with  §95.16,  unless  such  prod- 
ucts originated  in  and  were  shipped  di- 
rectly from  a  region  not  declared  by 
the  Secretary  of  Agriculture  to  be  in- 
fected with  foot-and-mouth  disease  or 
rinderpest. 

(Amrovad  by  the  Office  of  Maaagemmit  and 
Budget  under  oontrol  number  0679-0015) 

[28  FR  5981.  June  13.  1963.  as  amended  by  59 
FR  67134.  Dec.  29,  1994;  62  FR  56024.  Oct.  28. 
1997] 

§95.16  Blood  meal,  blood  albumin,  in- 
tesdiiee,  and  ottier  animal  byprod- 
ucts for  industrial  use;  importations 
permitted  subject  to  restrictions. 

Blood  meal,  blood  albumin,  bone 
meal,  intestines,  or  other  animal  mate- 
rials intended  for  use  in  the  industrial 

arts,  which  do  not  meet  the  conditions 
or  requirements  of  §95.15  shall  be  han- 
dled and  treated  in  the  following  man- 
ner after  arrival  at  the  port  of  entry. 

(a)  They  shall  be  consigned  from  the 
coast  or  border  port  of  arrival  to  an  ap- 
proved establishment:  Provided,  how- 
ever. That  upon  permission  by  the  Dep- 
uty Administrator.  Veterinary  Serv- 
ices they  may  be  stored  for  a  tem- 
porary period  in  approved  warehouses 
under  bond  and  under  the  supervision 
of  an  inspector:  And  provided  further, 
That  I.  T.  or  in-bond  shipments  of  such 
products  may  go  forward  under  cus- 
toms seals  firom  a  coast  or  border  port 
of  arrival,  with  the  approval  of  an  in- 
spector at  said  port,  to  another  port  of 
consumption  entry,  subject  after  ar- 
rival at  the  latter  port  to  the  other 
provisions  of  this  section. 


(b)  They  shall  be  moved  from  the 
coast  or  border  port  of  arrival  or,  in 
the  case  of  1.  T.  or  in-bond  shipments, 
from  the  interior  port  to  the  establish- 
ment in  oars  or  trucks  or  in  vessel 
compartments  with  no  other  materials 
contained  therein,  sealed  with  seals  of 
the  Department,  which  shall  not  be 
broken  except  by  Veterinary  Services 
inspectors  or  other  persons  authorized 
by  the  Deputy  Administrator,  Veteri- 
nary Services  so  to  do,  or  without  seal- 
ing as  aforesaid  and  with  other  fireight 
when  packed  in  tight  cases  or  casks  ac- 
ceptable to  an  inspector  at  the  port  of 
entry. 

(c)  They  shall  be  handled  at  the  es- 
tablishment under  the  direction  of  an 
inspector  in  a  manner  to  guard  against 
the  dissemination  of  foot-and-mouth 
disease  and  rinderpest.  They  shall  not 
be  removed  therefrom  except  upon  spe- 
cial permission  of  the  Deputy  Adminis- 
trator, Veterinary  Services  and  upon 
compliance  with  all  the  conditions  and 
requirements  of  this  section  relative  to 
the  movement  of  the  said  products 
ttom  the  port  of  arrival  to  the  said  es- 
tablishment. 

(Approved  by  the  Office  of  Manag^ement  and 
Budget  under  control  number  0670-0015) 

[28  FR  5981.  June  13,  1963,  aa  amended  by  S9 

FR  67134.  Dec.  29.  1994J 

§95.17  Glands,  organs,  ox  gall,  and  like 
materials;  requirements  for  unre- 
stricted entry. 

Qlands,  organs,  ox  gall  or  bile,  bone 
marrow,  and  various  like  materials  de- 
rived from  domestic  ruminants  or 
swine,  intended  for  use  in  the  manufac- 
ture of  pharmaceutical  products  shall 
not  be  imported  except  subject  to  han- 
dling and  treatment  in  accordance  with 
§95.18,  unless  such  glands,  organs,  or 
materials  originated  in  and  were 
shipped  directly  from  a  reg-ion  not  de- 
clared by  the  Secretary  of  Agriculture 
to  be  infected  with  foot-and-mouth  dis- 
ease or  rinderpest. 

[28  FR  5981.  Juiir  13.  196S,  88  amended  at  62 
FR  56024.  Oct.  28. 1997J 

$96.18  Glands,  organs,  ox  gall,  and  like 
materials;  importations  permitted 
subject  to  restrictions. 

Glands,  organs,  ox  gall  or  bile,  bone 
marrow,  and  various  like  materials  de- 
rived from  domestic  ruminants  or 
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swine,  which  do  not  meet  the  require- 
ments of  §95.17  may  be  imported  for 
piiarmaceutical  purposes  if  in  tight 
containers  and  constgned  to  an  ap- 
proved establishment:  Provided,  how- 
ever. That  upon  special  permission  of 
the  Deputy  Administrator,  Veterinary 
Services  they  may  be  stored  for  a  tem- 
porary period  in  approved  warehouses 
under  bond  and  under  the  supervision 
of  an  inspector.  They  shall  be  handled 
and  processed  at  the  said  establish- 
ment in  a  manner  approved  by  the  Dep- 
uty Administrator.  Veterinary  Serv- 
ices and  the  containers  shall  be  de- 
stroyed or  disinfected  as  prescribed  by 
him.  They  shall  not  be  removed  there- 
from except  upon  special  permission  of 
the  Deputy  Administrator,  Veterinary 
Services  cmd  upon  compliance  wiUi  all 
the  conditions  and  requirements  of  this 
section  relative  to  the  movement  of 
the  said  glands,  organs,  ox  gall,  and 
like  materials  firom  the  port  of  arrival 
to  the  said  establishment. 

(Approved  by  the  Office  of  Management  and 
Buderet  under  control  number  0579-0015) 

[28  FR  5981.  June  13.  1963.  as  amended  at  59 

PR  67134.  Dec.  29.  1994] 

§95.19  Animal  stomachs. 

Stomachs  or  portions  of  the  stom- 
achs of  ruminants  or  swine,  other  than 
those  imported  for  food  purposes  under 
the  meat-inspection  regulations  of  the 
Department,  shall  not  be  imported 
without  i)€rmission  from  the  Deputy 
Administrator,  Veterinary  Services. 
Importations  permitted  shall  be  sub- 
ject to  such  restrictions  as  the  Deputy 
Administrator,  Veterinary  Services 
may  deem  necessary  in  each  instance. 

(Approved  by  the  Oflloe  of  Bianagement  and 

Budget  under  control  number  0679-0015) 

[28  FR  5981.  June  13.  1963,  as  amended  by  59 

FR  67134.  Dec.  29.  1994] 

ft  Animal  manure. 

Manure  of  horses.  catUc  sheep,  other 
ruminants,  and  .swine  shall  not  be  im- 
ported except  upon  permission  from 
the  Deputy  Administrator,  Veterinary 
Services.  Importations  permitted  shall 
be  subject  to  such  restrictions  as  he 
may  deem  necessary  in  each  instance: 
Provided,  however.  That  manure  pro- 
duced by  animals  while  in  transit  to 
the  United  States  shall  be  subject  only 


to  the  requirements  of  the  Department 

regulations  governing  the  importation 
of  domestic  livestock  and  other  ani- 
mals. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0015) 

[28  FR  6081,  June  18,  1968,  as  amended  by  59 
FR  87184,  Dec.  29. 1994] 

S  95.21  Hay  and  straw;  requirements 
tot  uni  oeli  It  led  eutiy* 

Except  as  provided  In  §95.28,  hay  or 
straw  shall  not  be  imported  except  sub- 
ject to  handling  and  treatment  in  ac- 
cordance with  §95.22  after  arrival  at 
the  port  of  entry,  unless  such  hay  or 
straw  oriprinated  in  and  was  shipped  di- 
rectly from  a  region  not  declared  by 
the  Secretary  of  Agriculture  to  be  in- 
fected with  foot-and-mouth  disease  or 
rinderpest. 

[2R  FR  5981.  June  13.  1968,  as  amended  at  02 
FR  56024,  Oct.  28. 1997J 

§IIS.S2  Hay  and  straw;  importaiioiiB 
pandftted  suliipeot  to  vsstnotixMis. 

Except  as  provided  in  §95.28,  hay  or 
straw  which  does  not  meet  the  condi- 
tions or  requirements  of  §95.21  shall  be 
handled  and  treated  in  the  following 
manner  upon  arrival  at  the  port  of 
entry: 

(a)  Hay  or  straw  packing  materials 
alhall  be  burned  or  disinfected  at  the  ex- 
pense of  the  importer  or  consignee  in 

the  manner  and  at  the  time  directed  by 
the  Deputy  Administrator,  Veterinary 
Services. 

(b)  Hay  or  straw  for  use  as  feeding 
material,  bedding,  or  similar  purposes 
shall  be  stored  and  held  in  quarantine 
for  a  period  of  not  less  than  90  days  in 
an  approved  warehouse  at  the  port  of 
entry  and  shall  be  otherwise  handled  as 
directed  by  the  Deputy  Administrator, 
Veterinary  Services. 

S95J23  Previously  used  meat  covers; 
importations  permitted  subject  to 
reetrictioiis* 

Cloth  or  burlap  which  has  been  used 

to  cover  fresh  or  frozen  meats  origi- 
nating in  any  region  designated  In  §94.1 
of  this  subchapter  as  a  region  in  which 

rinderpest  or  foot-and-mouth  disease 
exists,  shall  not  be  imported  except 
under  the  following  conditions: 
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(a)  The  cloth  or  burlap  shall  be  con- 
signed from  the  coast  or  border  port  of 
arrival  to  an  establishment  specifically 
approved  for  the  purpose  by  the  Deputy 
Administrator,  Veterinary  Services. 

ih)  The  cloth  or  burlap  shall  be  im- 
mediately moved  from  the  coast  or 
border  port  of  arrival,  or  in  case  of  I.  T. 
or  in-bond  shipments  from  the  interior 
port,  to  the  establishment,  in  railroad 
cars  or  trucks,  or  in  vessel  compart- 
ments, with  no  other  material  con- 
tained therein,  sealed  with  seals  of  the 
Department,  which  shall  not  be  broken 
except  by  inspectors  or  other  persons 
authorized  by  the  Deputy  Adminis- 
trator, Veterinary  Services:  Provided, 
hoivever.  That  upon  permission  of  the 
Deputy  Administrator,  Veterinary 
Services,  such  cloth  or  burlap  may  be 
stored  for  a  temporary  period  in  ap- 
proved warehouses  at  the  port  of  ar- 
rival under  bond  and  under  the  super- 
vision of  an  inspector. 

(o)  The  material  shall  be  disinfected 
and  otherwise  handled  at  the  establish- 
ment undi^r  the  direction  of  an  inspec- 
tor in  a  manner  approved  by  the  Dep- 
uty Administrator,  Veterinary  Serv- 
ices to  guard  against  the  dissemination 
of  foot-and-mouth  disease  and  rinder- 
pest, and  the  material  shall  not  be  re- 
moved therefrom,  except  upon  special 
permission  of  the  Deputy  Adminis- 
trator, Veterinary  Services,  until  all  of 
the  conditions  and  requirements  of  this 
section  have  been  complied  with. 

(Approved  by  the  Oftlee  of  BCanagement  and 
BodiBret  under  coatrol  numbw  057&-4)015) 

[28  FR  5981.  June  13.  1963.  a.s  amended  by  .59 
FR  67134.  Dec.  29,  1994;  62  FR  56024,  Oct.  28. 
1997] 

$96^  Methods  for  disinfection  of 
hides,  skills,  and  other  materials. 

ffides,  skins,  and  other  materials  re- 
quired by  the  regulations  in  this  part 

to  be  disinfected  shall  bo  subjected  to 

disinfection  by  methods  found  satisfac- 
tory and  approved  from  time  to  time 
by  the  Deputy  Administrator*  Veteri- 
nary Services. 

§95.25  T^ramsportation  of  restrleted  im- 
port products;  placarding  cars  and 
maricing  billing;  unloading  enroute. 

(a)  Transportation  companies  or 
other  operators  of  cars,  trucks  or  other 
vehicles  canning  import  products  or 


materials  moving  under  restriction, 
other  than  those  in  tight  rases  or 
casks,  shall  affix  to  and  maintain  on 
both  sides  of  all  such  vehicles  durable 
placards  not  less  than  SM:  by  6  inches  in 
size,  on  which  shall  be  printed  with 
permanent  black  ink  and  in  boldface 
letters  not  less  than  IV2  inches  in 
height  the  words  "Restricted  import 
product."  These  placards  shall  also 
bear  the  words  "Clean  and  disinfect 
this  car  or  truck.  "  Each  of  the  way- 
bills, conductors*  manifests,  memo- 
randa, and  bills  of  ladintr  pertaining:  to 
such  shipments  shall  have  the  words 
'  Restricted  import  product,  clean  and 
disinfect  car  or  truck,**  plainly  written 
or  stamped  upon  its  face.  If  for  any  rea- 
son the  placards  required  by  this  sec- 
tion have  not  been  affixed  to  each  car, 
or  the  billingr  has  not  been  marked  by 
the  initial  or  the  connecting  carrier,  or 
the  placards  have  been  removed,  de- 
stroyed, or  rendered  illegible,  the  plac- 
ards shall  be  inomediately  aCflzed  or  re> 
placed  and  the  billing  marked  by  the 
initial  or  connecting  carrier,  the  inten- 
tion being  that  the  billing  accom- 
panying the  shipment  shall  be  marked 
and  each  cat,  truck  or  other  vehicle 
placarded  as  specified  in  this  section 
from  the  time  such  shipment  leaves  the 
port  of  entry  until  it  is  unloaded  at 
final  destination  and  the  cars,  trucks 
or  other  vehicles  are  cleaned  and  dis^ 
infected  as  required  by  §95.26. 

(b)  If  it  is  necessary  to  imload 
enroute  any  of  the  materials  or  prod- 
ucts transported  in  a  placarded  car, 
truck  or  other  vehicle  as  provided  in 
this  section,  the  car,  truck  or  other  ve- 
hicle from  which  the  transfer  is  made 
and  any  part  of  the  premises  in  or  upon 
which  the  product  or  material  may 
have  been  placed  in  the  course  of  un- 
loading or  reloading  shall  be  cleaned 
and  disinfected  by  the  carrier,  in  ac- 
coidancp  with  the  provisions  of  §95.26, 
and  the  said  carrier  shall  immediately 
report  the  matter,  by  telegraph,  to  t^e 
Deputy  Administrator.  Veterinary 
Services.  Washington.  DC  20251.  Such 
report  shall  include  the  following  in- 
formation: Nature  of  emergency;  place 
where  product  or  material  was  un- 
loaded; original  points  of  shipment  and 
destination;  number  and  materials  of 
the  original  |oar  or  track;  and  number 
and  Initials  of  the  car,  track  or  other 
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vehicle  into  which  the  product  or  ma- 
terial is  reloaded  in  case  the  original 

car  or  truck  is  not  used. 

(Approved  by  the  Office  of  Mana«rement  and 
Badffet  under  control  number  0579-0016) 

[28  FR  6661,  June  18,  1968,  as  amended  at  48 
FR  67472,  Dec.  30. 1983] 

196.26  Railroad  cars,  trucks,  boats, 

aircraft  and  other  means  of  convey- 
ance, equipment  or  containers, 
yards,  anid  premise^  eleanlng  ana 
disinraotion. 

Railroad  cars,  trucks,  boats,  aircraft 
and  other  means  of  conveyance,  equip- 
ment or  containers,  yards,  and  prem- 
ises which  have  been  used  in  the  trans- 
portation, handling,  or  storin.er  of  re- 
stricted import  products  or  materials, 
other  than  those  contained  in  leak 
proof  cases  or  casks,  shall  be  cleaned 
and  disinfected  with  a  disinfectant  ap- 
proved for  use  in  this  part  under  the 
supervision  of  the  division  at  the  time 
and  in  the  manner  provided  in  this  sec- 
tion. Except  as  provided  in  paragraph 
(a)  of  this  section,  such  railroad  cars, 
trucks,  boats,  aircraft  and  other  means 
of  conveyance,  equipment  or  con- 
tainers,  shall  not  be  moved  in  inter- 
state or  foreign  commerce  until  they 
have  been  so  treated. 

(a)  Cars  to  be  cleaned  and  disinfected 
by  final  carrier  at  destination.  Cars  re- 
quired by  this  part  to  be  cleaned  and 
disinfected  shall  be  so  treated  by  the 
final  carrier  at  destination  as  soon  as 
possible  after  unloading'  and  before  the 
same  are  moved  from  such  final  des- 
tination for  any  purpose:  Provided, 
fumever.  That  when  the  products  or 
materials  arr  destined  to  points  at 
which  an  inspector  or  other  duly  au- 
thorized representative  of  Veterinary 
Services  is  not  maintained  or  where 
proper  facilities  cannot  be  provided, 
the  transportation  company  shall  seal, 
bill,  and  forward  the  cars  in  which  the 
products  or  materials  were  transported 
to  a  point  to  be  atrreed  upon  between 
the  transportation  company  and  Vet- 
erinary Services,  and  the  transpor- 
tation company  shall  there  clean  and 
disinfect  the  said  cars  under  the  super^ 
vision  of  Veterinary  Services. 

(b)  Methods  of  cleaning  and  dis- 
infecting. (1)  Railroad  cars,  trucks,  air- 
craft and  means  of  conveyance  other 
than  boats,  equipment  or  containers, 


required  by  this  part  to  be  cleaned  and 

disinfected  shall  be  treated  in  the  fol- 
lowing manner:  Collect  all  litter  and 
other  refuse  therefrom  and  destroy  by 
burning  or  other  approved  method, 
clean  the  exterior  and  Interior  of  the 
cars  or  trucks,  and  the  areas  of  the  air- 
craft or  other  means  of  conveyance, 
equipment  or  containers  that  may  have 
been  contaminated,  and  saturate  the 
entire  surface  with  a  permitted  dis- 
infectant approved  for  use  in  this  part. 

(2)  Boats  required  by  this  part  to  be 
cleaned  and  disinfected  shall  be  treated 
in  the  following  manner:  Oollect  all  lit- 
ter and  other  refuse  from  the  decks, 
compartments,  and  all  other  parts  of 
the  boat  used  for  the  transportation  of 
the  products  or  materials  covered  by 
this  part,  and  from  the  portable  chutes 
or  other  appliances,  fixtures  or  areas 
used  in  loading  and  unloading  same, 
and  destroy  the  litter  and  other  reftise 
by  burning  or  by  other  approved  meth- 
ods, and  saturate  the  entire  surface  of 
the  said  decks,  compartments,  and 
other  parts  of  the  boat  with  a  per- 
mitted disinfectant  approved  for  use  in 

this  part. 

(3)  Buildings,  sheds,  and  premises  re- 
quired by  this  part  to  be  disinfected 
shall  be  treated  in  the  following  man- 
ner: Collect  all  litter  and  other  refuse 
therefrom  and  destroy  the  same  by 
burning  or  other  approved  methods, 
and  saturate  the  entire  surface  of  the 
fencing,  chutes,  floors,  walls,  and  other 
parts  with  a  permitted  disinfectant  ap- 
proved for  use  in  this  part. 

(c)  Permitted  disinfectants.  The  dis- 
infectants permitted  for  use  in  dis- 
infecting railroad  oars,  trucks,  boats, 
aircraft  and  other  means  of  convey- 
ance, equipment  or  containers,  yards, 
and  premises  against  infection  of  foot- 
and-mouth  disease  and  rinderpest  are 
freshly  prepared  solutions  of: 

(1)  Sodium  carbonate  (4  percent)  in 
the  proportion  of  1  pound  to  3  gallons 
of  water. 

(2)  Sodium  carbonate  (4  percent)  plus 
sodium  silicate  (0.1  percent)  in  the  pro- 
portion of  1  pound  of  sodium  carbonate 
plus  sodium  silicate  to  3  gallons  of 
water. 

(3)  Sodium  hydroxide  (Lye)  prepared 
in  a  fresh  solution  in  the  proportion  of 
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not  less  tban  1  pound  avoirdupois  of  so- 
dium hydroxide  of  not  less  than  95  per- 
cent purity  to  6  gallons  of  water,  or 
one  13V2-ounce  can  to  5  gallons  of 
water* 

(d)  Pcrinitted  disinfectants  against 
ticks.  The  disinfectants  permitted  for 
use  against  ticl^  infestation  are  lique- 
fied phenol  (U.  S.  P.  strength  87  per- 
cent phenol)  in  the  proportion  of  at 
least  6  fluid  ounces  to  one  gallon  of 
water;  or  chlorinated  lime  (U.  S.  P. 
strength  30  percent  available  chlorine) 
in  the  proportion  of  one  pound  to  three 
gallons  nf  water:  or  any  one  of  the  cre- 
sylic  disinfectants  peiiniUed  by  the 
Animal  and  Plant  Health  Inspection 
Service  in  the  proportion  of  at  least 
four  fluid  ounces  to  one  gallon  of 
water;  or  through  application  of  boil- 
ing water  if  the  treatment  is  against 
rinder-pest  or  foot-and-mouth  disease 
and  tick  infestation;  or  other  disinfect- 
ants or  treatments  approved  by  the 
Deputy  Administrator,  Veterinary 
Services. 

[28  FR  S981.  June  13.  1963,  as  amended  at  32 
FB 191OT.  Dec.  20. 1967] 

§95.27  Regulations  applicable  to  prod- 
neto  frMn  Tenritonal  poooeBotono. 

The  regulations  in  this  part  shall  be 

applicable  to  all  the  products  and  ma- 
terials specified  in  this  part  which  are 
offered  for  entry  Into  the  United  States 
from  any  place  under  the  jurisdiction 

of  the  United  States  to  which  the  ani- 
mal-quarantine laws  of  this  country  do 
not  apply. 

$  95.28   Hay  or  straw  and  similar  mate- 
rial from  tick-infested  areas. 

Hay  or  straw,  grass,  or  similar  mate- 
rial from  tick-infested  pastures, 
ranges,  or  premises  may  disseminate 

the  contagion  of  splenetic.  Southern  or 
Texas  fever  when  imported  for  animal 
feed  or  bedding:  therefore,  such  hay  or 

straw,  grass,  or  similar  matei  ials  shall 
not  be  imported  unless  such  material  is 


2 Due  to  the  extreme  caustic  nature  of  so- 
dium hy^zide  solution,  precautionary 
measures  such  as  the  wearinf?  of  rubber 
g"love8.  boots,  raincoat  and  R-osgles  should  be 
observed.  An  acid  solution  such  as  vinegar 
shall  be  kept  readily  available  in  case  any  of 
the  sodium  hydroxide  solution  should  come 
in  contact  with  the  body. 


ce.  USDA  §95.29 

first  disinfected  with  a  disinfectant 
specified  in  i95.a6(d). 

§95.29   Certification  for  certain  mate- 
rials. 

(a)  In  addition  to  meeting  any  other 

certification  or  permit  requirements  of 
this  chapter,  the  following  articles 
may  be  imported  into  the  United 
States  firom  any  region  not  listed  in 
§ 94.18(a)  only  if  they  are  accompanied 
by  a  certificate,  as  described  in  para- 
graph (b)  of  this  section: 

(1)  Processed  animal  protein,  tank- 
age, offal,  and  tallow  other  than  tallow 
derivatives,  unless,  in  the  opinion  of 
the  Administrator,  the  tallow  cannot 
be  used  in  feed,  regardless  of  the  ani- 
mal species  firom  which  the  material  is 
derived: 

(2)  Glands  and  unprocessed  fat  tissue 
derived  from  ruminants; 

(3)  Processed  fats  and  oils,  and  de- 
rivatives of  processed  animal  protein, 
tankage,  and  offal,  regardless  of  the 
animal  species  from  which  the  mate- 
rial is  derivedi 

(4)  Derivatives  of  glands  firom 
ruminants:  and 

(5)  Any  product  containing  any  of  the 
materials  listed  in  paragraphs  ca)(l) 
through  (a)(4>  of  this  section. 

(b)  The  certificate  required  by  para- 
graph (a)  of  this  section  must  he  an 
original  official  certificate,  signed  by  a 
fall-time,  salaried  veterinarian  of  the 
agency  responsible  for  animal  health  in 
the  exporting  region,  that  states  the 
following:  I 

(1)  The  animal  species  from  which 
the  material  was  derived; 

(2)  The  region  in  which  any  facility 
where  the  material  was  processed  is  lo- 
cated; 

(3)  That  the  material  was  derived 

only  from  animals  that  have  never 
been  in  any  region  listed  in  § 94.18(a)  of 
this  chapter,  with  the  rcgioua  listed  in 
S  94.18(a)  specifically  named; 

(4)  That  the  material  did  not  origi- 
nate in.  and  was  never  stored  in.  ren- 
dered or  processed  in,  or  otherwise  as- 
sociated with  k  facility  in  a  r^on  list- 
ed in  §9 1.18(a);  and 

(5)  Tlie  material  was  never  associated 
with  any  of  the  materials  listed  in 
paragraph  (a)  of  this  section  that  have 
been  in  a  region  listed  in  $  94.18(a). 
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(c)  The  certification  required  by 
paragraph  (a)  of  this  section  must 
clearly  correspond  to  the  shipment  by 
means  of  an  invoice  numher,  shipping 
marks,  lot  number,  or  otiier  method  of 
identification. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0183) 

[66  FR  42601.  Aug.  14,  2001] 

PART  96— RESTRICTION  OF  IMPOR- 
TATIONS OF  FOREIGN  ANIMAL 
CASINGS  OFFERED  FOR  ENTRY 
INTO  THE  UNITED  STATES 

Sec. 

96.1  Definition.s. 

96.2  Pxohlbition  of  casings  due  to  African 
Bwlne  fever  and  bovine  spongiform 
encephalopathy. 

96.3  Certificate  for  animal  casings. 

96.4  UncerUfled  animal  casings:  disposition. 

96.5  Instructions  rcH-arding  handling  oer> 
tified  animal  casings. 

96.6  Certified  foreign  animal  casings  arriv- 
ing- at  .seaboard  or  border  port. 

96.7  Dried  bladders,  weasands,  and  casings. 

96.8  Uncertified  casings;  disinfection  at  8ea> 
board  port. 

96.9  Casings  admitted  on  disinfection;  seal- 
ing: transfer  and  disinfection. 

96.10  Uncertified  casinfrs:  transportation  for 
disinfection:  original  shipping  con- 
tainers; disposition  of  salt. 

96.11  DisinfectinR-  plant  and  equipment  for 
uncertified  casings. 

96.12  Uncertified  casings  not  disinfected  in 
30  day.s:  disposition. 

96.13  Uncertified  casings:  disinfection  with 
hydrochloric  acid. 

96.14  l^ncertified  caFins^.s;  disinfection  with 
saturated  l)rine  solution. 

Authority:  21  U.S.C.  ill.  136,  and  136a;  7 
CFR  2.22.  2.80.  and  371.4. 

Source:  28  FR  5886,  June  13.  1963.  unless 
otherwise  noted. 

ft  96*1  Definittons. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspector 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service). 

Animal  casings.  Intestines,  stomachs, 
esophagi,  and  urinary  bladders  from 
cattle,  sheep,  swine,  or  goats  that  are 


used  to  encase  processed  meats  in  foods 
such  as  sausage. 

APHIS  representative.  An  individual 
employed  by  APHIS  who  is  authorized 
to  perform  the  function  Involved. 

Department.  The  United  States  De- 
partment of  Agriculture. 

Import  (imported,  importation)  into  the 
United  States.  To  bring  into  the  terri- 
torial limits  of  the  United  States. 

Region.  Any  defined  geographic  land 
area  identifiable  by  eroological.  polit- 
ical, or  surveyed  boundaries.  A  region 
may  oonslst  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish, Province,  State,  etc.) 

(3)  Parts  of  several  national  entities 
combined  into  an  area:  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 

United  States.  All  of  the  States  of  the 
United  States,  the  District  of  Golum- 
bia.  Guam,  the  Northern  Mariana  Is- 
lands, Puerto  Rico,  the  Virgin  Islands 
of  the  United  States,  American  Samoa, 
and  the  territories  and  possessions  of 
the  United  States. 

(Approved  by  the  OfDce  of  Management  and 
Budget  under  control  number  8679-0Q15) 

[67  FR  28082.  June  24.  1992.  as  amended  at  57 
FR  29785,  July  7.  1992;  59  FR  67134,  Dec.  29. 
1994;  62  FR  56024.  Oct.  28,  1997] 

§96^  Prohibition  of  casings  due  to  Af- 
rican swine  fever  and  bovine 
qMmgiiorm  eno^halopathy. 

(a)  Swirte  casings.  The  importation  of 

swine  casings  that  originated  in  or 
were  processed  in  a  region  where  Afi"!- 
can  swine  fever  exists,  as  listed  in  §94.8 
of  this  subchapter,  is  prohibited,  with 
the  following  exception:  Swine  casings 
that  are  processed  in  a  region  where 
African  swine  fever  exists  may  be  im- 
ported into  the  United  States  under 
the  following  conditions: 

(1)  Origin  of  casings.  The  swine  cas- 
ings were  derived  from  swine  raised 
and  slaughtered  in  a  region  not  listed 
in  S  94.8(a)  of  this  subchapter. 

(2)  Shipping  requirements.  The  casings 
were  shipped  from  the  region  of  origin 
to  a  processing  establishment  in  a  re- 
gion listed  in  §94.8  of  this  subchapter 
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In  a  closed  container  sealed  with  seri- 
ally numbered  seals  applied  by  an  offi- 
cial of  tlie  national  government  of  the 
region  of  origin. 

(8)  Origin  certificate.  The  casings  were 
accompanied  from  the  reprion  of  origin 
to  the  processing  establishment  by  a 
certificate  written  in  English  and 
signed  by  an  ofCLolal  of  the  national 
government  of  the  region  of  origin 
specifying  the  region  of  origin,  the 
processing  establishment  to  whicli  the 
swine  casings  were  consigned,  and  the 
numbers  of  the  seals  applied. 

(4)  Integrity  of  seals.  The  casines  were 
taken  out  of  the  container  at  the  proc- 
essing establishment  only  after  an  offi- 
cial of  the  national  government  of  the 
region  where  the  processing  establish- 
ment is  located  determined  that  the 
seals  were  intact  and  free  of  any  evi- 
dence of  tampering  and  had  so  stated 
on  the  certificate  referred  to  in  para- 
graph (a)(3)  of  this  section. 

(5)  The  processing  establishment.  The 
castogs  were  processed  at  a  single  proc- 
essing  establishment'  in  a  region  listed 
in  §94.8  of  this  subchapter.  The  proc- 
essing establishment  does  not  receive 
or  process  any  live  swine  and  uses  only 
pork  and  pork  products  that  originate 
in  a  region  not  listed  in  §94.8  of  this 
subchapter  and  that  are  shipped  to  the 
proocNBslng  establishment  in  accordance 
with  paragraphs  (a)(2)  through  (a)(4)  of 
this  section. 

(6)  Compliance  agreement.  The  proc- 
essing establishment  is  operated  by 
persons  who  have  entered  into  a  valid 
written  compliance  agreement  with 
APHIS  to  maintain  on  file  at  the  proc- 
essing establishment  fbr  at  least  2 
years  copies  of  the  certificates  referred 
to  in  paragraph  (a  nl)  of  this  section,  to 
allow  APHIS  personnel  to  make  unan- 
nounced inspections  as  necessary  to 
monitor  compliance  with  the  provl- 

Rinns  of  this  section,  and  to  othorwise 

comply  with  the  provisions  of  this  sec- 
tion. 


lAs  a  condition  of  entry  Into  the  United 
States,  pork  or  pnrk  pi-ndvirts  must  also 
meet  all  of  the  recjuireuicnts  of  the  Fiuleral 

Meat  ^pectton  Act  (21  U.S. c  m\  \  .  y  and 
regulations  under  the  Act  i9  CFi:  hapter 
HI,  part  327),  Including  requireaieuLs  that 
the  pork  or  pork  products  be  prepared  only 
in  approved  estabUabments. 


(7)  Cooperative  service  agreement.  The 
processing  establishment  is  operated 
by  persons  who  have  entered  into  a  co- 
operative service  agreement  with 
APHIS.  The  establishment  is  current 
in  paying  for  APHIS  personnel  to  in- 
spect the  establishment  (it  is  antici- 
pated that  such  inspections  will  occur 
once  per  year).  In  addition,  the  proc- 
essing establishment  has  on  deposit 
with  APHIS  an  unobligated  amount 
equal  to  the  cost  for  APHIS  personnel 
to  conduct  one  inspection,  including 
travel,  salary,  subsistence,  administra- 
tive overhead,  and  other  incidental  ex- 
penses (including  excess  baggage  provi- 
sions up  to  150  pounds). 

(8)  Compliance  agreement  cancellation. 
Any  compliance  agreement  may  be 
canceled  orally  or  in  writing  by  the  in- 
spector who  is  supervising  its  enforce- 
ment whenever  the  authorized  inspec- 
tor finds  that  such  person  has  failed  to 
comply  with  the  provisions  of  this  sec- 
tion or  any  conditions  imposed  by  this 
section.  If  the  cancellation  is  oral,  the 
rlprision  and  the  reasons  will  be  con- 
iirmed  m  writing,  as  promptly  as  cir- 
cumstances allow.  Any  person  whose 
compliance  aicrreement  has  been  can- 
celed may  appeal  the  decision  to  the 
Administrator,  in  writing,  within  10 
days  after  receiving  written  notifica^ 
tion  of  the  cancellation.  The  appeal 
should  state  all  of  the  facts  and  rea- 
sons upon  which  the  person  relies  to 
show  that  the  compliance  agreement 
was  wrongfully  canceled.  The  Adminis- 
trator will  grant  or  deny  the  appeal,  in 
writing,  stating  the  reasons  for  such 
decision,  as  promptly  as  circumstances 
allow.  If  there  is  a  conflict  as  to  any 
material  fact,  a  hearing  will  be  held  to 
resolve  such  conflict.  Rules  of  Practice 
governing  such  a  hearing  will  be  adopt- 
ed by  the  Administrator. 

f9)  Export  certification.  The  casings 
aie  accompanied  to  the  United  States 
by  an  orifl^al  certificate  stating  that 
all  of  the  requirements  of  this  section 
have  been  met.  The  certificate  must  be 
written  in  English.  The  certificate 
must  be  issued  by  an  ofQcial  of  the  na- 
tional government  of  the  region  in 
which  the  processing  establishment  is 
located.  The  official  must  be  author- 
ized to  issue  the  foreign  meat  Inspec- 
tion certificate  required  by  part  327  in 
chapter  in  of  this  title.  Upon  arrival  of 
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the  swine  casing's  In  the  United  States, 
the  certificate  must  be  presented  to  an 
authorized  inspector  at  the  port  of  ar- 
rival. 

(b)  Bovine  or  other  ruminant  casings. 
The  importation  of  casing's,  except 
stomachs,  from  bovines  and  other 
mminants  that  originated  In  or  were 
processed  in  any  region  listed  in 
§ 94.18(a)  of  this  subchapter  is  prohib- 
ited. 

(Approved  by  the  Office  of  Mana{?ement  and 
Budget  under  control  number  067&-0015) 

[65  FR  1307.  Jan.  10.  2000] 

8  96.8  Certificate  for  aaimal  casings. 

(a)  No  animal  casings  shall  be  im- 
ported into  the  United  States  from  any 
foreign  region  unless  they  are  accom- 
panied by  a  certificate  signed  by  either 
(1)  a  veterinarian  salaried  by  the  na- 
tional government  of  the  region  in 
which  the  animals  were  slaughtered 
and  the  casings  were  collected,  and 
who  is  authorized  by  the  national  gov- 
ernment to  conduct  casings  inspections 
and  issue  certificates,  and  who  has  in- 
spected the  casings  before  issuing  the 
certificate  and  determined  that  the 
casings  meet  the  criteria  described  in 
the  Foreign  Official  Certificate  for  Ani- 
mal Casings;  or  (2)  a  non-government 
veterinarian  authorized  to  issue  the 
certificate  by  the  national  government 
of  the  region  in  which  the  animals  were 
slaughtered  and  the  casings  were  col- 
lected, who  has  inspected  the  casings 
before  issuing  the  certificate  and  deter- 
mined that  the  casings  meet  the  cri- 
teria described  in  the  Foreign  Official 
Certificate  for  Animal  Casings.  A  cer- 
tificate issued  by  a  non-government 
veterinarian  is  valid  only  if  the  certifi- 
cate is  endorsed  by  a  veterinarian  sala- 
ried by  the  national  govemmCTit  of  the 
region  in  which  the  animals  were 
slaughtered  and  the  casings  were  col- 
lected. 

(b)  All  signatures  on  the  certificate 
shall  be  original. 

(c)  The  certificate  shall  bear  the  in- 
signia of  the  national  government  of 
the  region  in  which  the  animals  were 
slaughtered  and  the  casings  were  col- 
lected, and  shall  be  in  the  following 
form: 


FOREIOM  OFFICIAL  CERTIFICATE  FOR  ANIMAL. 
CASINGS 

Place    (City)    (Region) 

 (Date)  

I  hereby  certify  Uiat  tlie  animal  casings 
herein  described  were  derived  from  healthy 
animals  (cattle,  sheep,  swine,  or  goats), 
which  reoeived.  ante  mortem  and  poet 
mortem  veterinary  Inspections  at  the  time 
of  slaughter,  are  clean  and  sound,  and  were 
prepared  and  handled  cmly  In  a  seaitary 
manner  and  were  not  sahiected  to  contagion 
prior  to  exportation. 

Kind  of  casings   

Number  of  packages  

Weight  


Identification  marKs  on  the  j;>ackage8   

Consignor   

(Addieas) 

Coiuigaee  

(Destination) 

Shipping  marlcs   ^ 

Sig:nature:  

Official  issuing  the  certificate.  (Non-govern- 
ment veterinarian  authorized  to  issue  the 
certifioate  by  the  national  government  of 
the  region  in  which  the  animals  were  alangh- 
tered  and  the  casings  were  collected.) 

Offlcial  title:   _  _   

Signature:  

Official  issuing  the  certificate.  (Veterinarian 
salaried  by  the  national  goverimient  of  the 
region  In  which  the  animals  were  slaaflAk- 
tered  and  the  oaaings  wwe  collected.) 
Official  title: 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0015) 

[28  FR  5986,  June  13.  1963,  as  amended  at  48 
FR  87472,  Dec.  30,  1963.  Redesignated  and 
amended  at  57  FR  28082,  June  24,  1992.  Redes- 
ignated at  58  FR  47031,  Sept.  7.  m3,  as 
amended  at  62  FR  SOfSSi.  Oct.  28, 1997] 

§96.4  Uncertified  animal  casings;  dis- 
poeiiioiL 

Animal  casings  which  are  unaccom- 
panied by  the  required  certifioate, 

those  shipped  in  sheepskins  or  other 
sl^ins  as  containers,  and  those  found 
upon  inspection  to  be  unclean  or  un- 
sound when  offered  for  importation 
into  the  United  States  shall  be  kept  in 
customs  custody  until  exported  or  de- 
stroyed, or  until  disinfected  and 
denaturated  as  prescribed  by  the  Ad- 
ministrator, Animal  and  Plant  Health 
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Inspeotion  Service  (APHIS)  in  §§96.5 
through  96.16. 

(28  FR  5966.  Jane  13.  1968.  Redesignated  and 

amended  at  57  FR  28082.  28083.  June  24.  1992: 
57  FR  29785.  July  7.  1992.  Redesignated  and 
amended  at  58  FR  47031.  Sept.  7.  1993] 

§96JS  Instructions  regarding  hanHHwj 

certified  animal  casings. 

(a)  Animal  casings  are  not  classed  as 
meat  product,  therefore  the  certificate 
required  for  foreign  meat  product  is 
not  acceptable  for  animal  casings  of- 
fered for  importation. 

(b)  Casinsrs  offered  for  importation 
into  the  United  States  shall  remain  in 
ciMtoms  custody  at  the  port  until  re- 
leased by  an  APHIS  inspector  for  ad- 
mission into  the  United  States  or  oth- 
erwise disposed  of  as  required  by  this 
part. 

(c)  The  provision  that  nndw  certain 

conditions  casings  which  have  been  of- 
fered for  importation  shall  be  exported, 
shall  be  construed  to  mean  the  removal 
of  the  casings  from  the  United  States 
or  its  possessions. 

(1)  The  provision  that  under  certain 
conditions  casings  be  destroyed  shall 
be  construed  to  mean  the  treatment  or 
handling  of  the  casings  in  a  manner  to 
take  away  completely  the  nseftOness  of 
them  as  by  tanking  or  incineration. 

(2)  The  provision  that  under  certain 
conditions  casings  shall  be  disinfected 
and  denatured  shall  he  construed  to 
mean  su<di  treatment  and  handling  as 
will  be  prescribed  by  the  Adminis- 
trator, Animal  and  Plant  Health  In- 
spection Service  (APHIS)  to  free  them 
ftom  pathogenic  substances  or  orga- 
nlnns,  or  to  render  such  substances 
and  organisms  inert:  and  that  the  na- 
ture of  the  casings  be  changed  to  make 
them  unfit  for  eating  without  destroy- 
ing other  useful  properties.  For  in- 
stance, each  casing  may  be  split 
throughout  its  length  and  after  dis- 
infection, as  above  indicated,  be  re- 
leased for  industrial  use. 

(d)  Dried  intestines  offered  for  impor- 
tation into  the  United  States  for  use  as 
gut  strintjrs  or  siniilar  purpose  are  not 
regarded  as  animal  casings  witliin  the 
meaning  of  this  part.  Such  dried  intes- 
tines are  classed  with  tendons,  sinews. 


and  similar  articles  and  are  subject  to 
the  provisions  of  part  96. 

[28  FR  6986.  Jiine  IS,  1968.  Redesignated  and 

amended  at  57  FR  28082  .  28083.  June  24.  1992: 
57  FR  29785,  July  7.  1992.  Redesignated  at  58 
FR  47081.  Sept.  7, 1968] 

§96.6  Certified  foreign  animal  casings 
arriving  at  seaboard  or  bordo:  port. 

(a)  Properly  certified  foreign  animal 

casings  arriving  in  the  United  States 
at  a  seaboard  or  border  port  where  an 
APHIS  Inspector  is  stationed  shall  be 
released  for  entry  by  the  inspector  at 
the  seaboard  or  border  port. 

(b)  Properly  certified  foreign  animal 
casings  arriving  in  the  United  States 
at  a  seaboard  or  border  port  where  no 
APHIS  inspector  is  stationed,  which 
are  destined  to  a  point  in  the  United 
States  where  an  APHIS  inspector  is 
Stationed,  st^ill  be  shipped  in  United 
States  Oustoiins  custody  to  destination 
for  release. 

(c)  Properly  certified  foreign  animal 
casing  arriviiig  in  the  United  States  at 
a  seaboard  or  border  port  where  no 
APHIS  inspector  is  stationed,  which 
are  destined  to  a  point  in  the  United 
States  wher^  no  APHIS  inspector  is 
stationed,  shall  be  transported  in 
United  States  Customs  custody  to  the 
nearest  point  where  an  APHIS  inspec- 
tor is  stationed  for  release  at  that 
point. 

(d)  Properly  certified  foreign  animal 
casings  forming  a  part  of  a  foreign 
meat  consignment  routed  through  a 
border  port  to  an  interior  point  in  the 
United  States  shall  be  transported  to 
destination  as  though  the  entire  con- 
signment consisted  of  meat.  In  such 
cases  the  APHIS  inspector  who  in- 
spects the  meat  at  destination  shall  su- 
pervise the  release  of  the  casings. 

[28  FR  5986.  June  13,  1963.  as  amended  at  57 
FR  2971B.  July  1992.  Redesignated  at  58  FR 
47D81,  Sept.  7. 1998] 

S96.7  Dried  bladders. 


Dried  animal  bladders.  dried 
weasands,  and  all  other  dried  animal 
casings  offered  for  importation  into  the 
United  States  as  food  containers  unac- 
companied by  foreign  certification 
which  have  been  retained  in  the  dry 
state  continuously  for  not  less  than  SO 
days  from  thei  date  of  shipment  shown 
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on  the  consular  Invoice,  may  be  re- 
leased for  entry  as  food  containen 

without  disinfection. 

[28  FR  5986.  June  13.  1963.  Bedesiffnated  at  68 

FR  47031.  Sept.  7.  1993] 

ft 96.8   Uncertified  casiiigB;  dioinfeotion 

at  seaboard  port. 

Uncertified  foreign  animal  casings 
arriving  at  a  seaboard  port  may  be  Im- 
ported into  the  United  States  for  nee  as 
food  containers  after  they  have  been 
disinfected  under  the  direct  supervision 
of  an  APHIS  inspector  at  the  seaboard 
port, 

[28  FR  5886.  June  13,  1963.  as  amended  at  57 
FR  28785,  July  7.  1992.  Redestgnated  at  56  FR 
470S1.  Sept.  7, 1989) 

IM.9  Casings  admitted  on  disinfec- 
tloii;  sealing;  transfer  and  disinfec- 
tion* 

Foreiprn  animal  casings  offered  for 
importation  into  the  United  States 
which  are  admitted  upon  disinfection 
shall  be  handled  as  follows: 

(a)  The  containers  of  such  casings 
shall  be  sealed  on  the  steamship  pier  or 
other  place  of  first  arrival.  Four  seals 
shall  be  afOxed  to  both  ends  of  each 
tierce,  barrel,  and  similar  container  in 
the  space  where  the  ends  of  the  con- 
tainer enter  the  staves,  by  means  of 
red  sealing  wax  imprinted  with  the  No. 
3  Veterinary  Services  brass  brand  firom 
which  "iNSp'D  &  p's'D"  and  the  estab- 
lishment number  have  been  removed. 

(b)  Uncertified  animal  casings  sealed 
as  above  indicated  shall  be  transferred 
from  the  steamship  pier  or  other  place 
of  first  arrival  to  the  premises  of  the 
importer  or  other  designated  place, 
where  they  shall  be  disinfected  by  the 
importer  under  the  supervision  of  an 
APHIS  inspector  before  they  are  of- 
fered for  sale.  The  object  of  this  ruling 
is  to  place  full  responsibility  for  dis- 
infection of  casings  on  the  original  im- 
porter and  to  prevent  the  sale  of  cas- 
ings subject  to  disinfection  by  the  por^ 
chaser. 

[28  FR  5986,  June  13.  1963,  as  amended  at  57 
FR  29785,  July  7.  1992.  Redesignated  at  58  FR 
47081,  Sept.  7, 1993] 


{96.10  Uncertified  casings;  transpor- 
tation for  disinfection;  original 
■flipping  containers;  disposition  of 
salt 

(a)  Foreign  animal  casings  imported 
into  the  United  States  without  certifi- 
cation may  be  forwarded  in  customs 
custody  to  a  USDA-approved  facility 
for  disinfection  under  APHIS  super- 
vision and  release  by  the  United  States 
Customs  authorities,  provided  that,  be- 
fore being  transported  over  land  in  the 
United  States,  each  and  every  con- 
tainer of  such  casings  shall  be  dis- 
infected by  the  application  of  a  solu- 
tion of  sodium  hydroxide  prepared  as 
follows: 

(1)  Sodium  hydroxide  (Lye)  prepared 
in  a  fresh  solution  in  the  proportion  of 

not  less  than  1  pound  avoirdupois  of  so- 
dium hydroxide  of  not  less  than  95  per- 
cent purity  to  6  gallons  of  water,  or 
one  13V&-ounce  can  to  5  gallons  of 
water.3 

(2)  This  solution  shall  be  thoroughly 
applied  to  all  exterior  surfaces  of  the 
containers  and  be  allowed  to  remain 
for  at  least  thirty  minutes  to  accom- 
plish disinfection.  The  containers 
should  then  be  washed  with  water  to 
remove  the  caustic  soda  which  other- 
wise might  cause  injury  to  the  han- 
dlers of  the  packages. 

(b)  When  uncertified  foreigrn  casings 
are  removed  from  the  original  shipping 
containers  these  containers  shall  be  de- 
stroyed by  burning  or  promptly  and 
thoroughly  disinfected  both  Inside  and 
out  with  the  solution  and  In  the  man- 
ner above  prescribed.  If  these  con- 
tainers are  to  be  re-used  it  is  impor- 
tant that  they  be  thoroughly  washed 
both  inside  and  out  with  water  after 
disinfection  has  been  completed,  and  in 
order  to  insure  against  the  injurious  ef- 
fect of  caustic  soda  remaining  in  the 


"Due  to  the  extreme  caustic  nature  of  so- 
dium hydroxide  solution,  and  of  sodium  car- 
bonate solution  to  a  lesser  degree,  pre- 
cautionary measures  such  as  the  wearing  of 
rubber  gloves,  boots,  raincoat  and  goggles 
should  be  observed.  An  add  solution  such  as 
vlneKai'  shall  be  kept  readily  available  in 
case  any  of  the  sodium  hydroxide  solution 
should  oome  In  contact  with  the  body. 
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wood  it  Is  advisable  to  allow  the  con- 
tainers to  stand  for  not  less  than  six 
hours  filled  with  water. 

(c)  The  salt  removed  from  all  original 
shippiniT  containers  of  uncertified  foi^ 
eign  animal  casings  shall  be  imme- 
diately dissolved  in  water  and  heated 
to  boiling,  or  disposed  of  as  provided  in 
paragraph  (c)cl)  or  (2)  of  this  section  as 
follows: 

(1)  Dissolve  the  salt  in  the  proportion 
of  90  pounds  of  salt  to  100  gallons  of 
water.  Add  i  gallons  of  C.  P.  hydro- 
chloric acid  containing  not  less  than  35 
percent  actual  HOI;  mix  thorougrlily 
and  allow  the  solution  to  stand  for  at 
least  thirty  minutes.  The  finished  solu- 
tion must  contain  not  less  than  1  per- 
cent actual  hydrochloric  acid.  (This  so- 
lution may  be  utilised  in  the  disinfect 
tion  of  casings  as  prescribed  in  §96.13.) 

(2)  Dissolve  the  salt  in  the  proportion 
of  90  pounds  of  salt  to  100  gallons  of 
water.  Add  20  pounds  of  95  percent  to  98 
perc«it  sodium  hydroxide  (commercial 
"76  percent  caustic  soda")  and  stir 
until  solution  is  complete;  and  allow  it 
to  stand  for  at  least  30  minutes.  (This 
solution  may  be  utilized  in  the  dis- 
infection of  casing  containers  as  pre- 
scribed in  paragraphs  (aX2)  and  (b)  of 
this  section. 

(3)  It  is  best  to  employ  flaked  caustic 
soda  and  not  the  variety  which  is  very 
finely  powdered.  The  fine  powder  is  ir- 
ritating and  injurious  to  workers  if  it 
becomes  suspended  in  the  air.  Con- 
tainers of  caustic  soda  should  be  kept 
tightly  closed  as  the  product  deterio- 
rates from  contact  with  the  air. 

[38  FR  6986,  June  13,  IMS,  as  amended  at  32 

FR  19158.  Dec  20.  1967;  57  FR  29785.  July  7. 
1992.  Bedesign&ted  and  amended  at  58  FR 
47031,  Sept.  7,  19S8;  82  FR  56024,  Oct.  28,  1907; 
66  FR  1307,  Jan.  10,  200O] 

S  98.11  DisiiiflBcting  plant  and  equip- 
ment fiv  uncwtified  casings. 

Uncertified  foreign  animal  casings 

shall  be  disinfected  only  at  a  plant 
whose  sanitation  and  disinfecting 
equipment  have  been  approved  by  an 
APHIS  inspector. 

r28  FR  5986,  June  13,  1963,  as  ammded  at  67 
FR  29785.  July  7,  1992.  Redesignated  at  68  FR 
47031,  Sept.  7. 1993] 


§96.12   Uncertified   casings   not  dis- 
infected in  30  days;  disposition. 

Foreign  animal  casings  offered  for 
importation  without  certification  shall 
be  disinfected  as  prescribed  in  §96.13 
within  a  period  of  30  dajrs  after  arrival 
in  the  United  States,  subject  to  the 
ability  of  Division  inspectors  to  cover 
their  respective  districts.  Otherwise 
such  casings  shall  be  exported  or  de- 
stroyed. 

[28  FR  5986,  June  13.  1963.  Redesignated  and 
amended  at  58  FR  47031.  Sept.  7.  1993] 

S  96.13   Uncertified    casings;  diainfee- 
tion  with  hydrochloric  acid. 

Foreig-n  animal  casings  offered  for 
Importation  into  the  United  States 
without  cerlfification  may  be  dis- 
infected, as  prescribed  in  this  section, 
under  the  supervision  of  an  APHIS  in- 
spector for  use  as  food  containers,  as 
an  alternative  for  foreign  certification. 

(a)  Disinfect  the  casings  in  a  solution 
made  as  follows:  Dissolve  90  pounds 
common  salt  in  100  gallons  water  and 
mix.  Add  2%  gallons  (10.35  liters)  C.  P. 
hsrdrochloric  acid  containing  not  lew 
than  35  percent  actual  HCl  and  mix 
throughly.  The  finished  solution  must 
contain  not  less  than  1  percent  actual 
hsrdrochloric  acid. 

(b)  Containers  of  the  disinfectant  so- 
lution may  be  either  of  wood  or  of 
metal,  but  the  interior  surfaces  must 
be  protected  by  means  of  an  acid  resist- 
ant coating. 

(c)  Not  more  than  175  pounds  casings 
shall  be  treated  with  each  100  gallons 
of  tiie  solution.  After  the  treatment  of 
175  pounds  of  casings,  or  at  the  end  of 
the  day  if  less  than  175  pounds  of  cas- 
ings are  disinfected  in  any  one  day,  the 
solution  shaU  be  discarded  unless 
means  are  provided  for  accurately  de- 
termining the  loss  of  strength.  In  event 
means  for  accurately  determining  loss 
of  strength  are  provided  it  will  be  per- 
missible to  restore  the  strength  of  the 
solution  with  fresh  acid  and  use  it  re- 
peatedly. 

(d)  Shake  atk  much  of  the  adherent 

salt  as  possible  from  the  casings  and 
weigh  them.  Bundles  must  be  separated 
but  individual  hanks  need  not  be  un- 
tied. Place  the  casings  in  the  dis- 
infecting soluticm  a  few  hanks  at  a 
time  with  vigorous  agitation  to  insure 


533 


I 


Digitized  by  Google 


§96.14 


9  CFR  Ch.  1  (1-1-03  Edition} 


the  fullest  possii»h  contact  of  the  solu- 
tion with  them.  Then  keep  the  casings 
completely  submerged  in  the  solution 
for  not  less  than  three-fourths  of  an 
hour. 

(e)  Remove  the  casings  from  the  solu- 
tion, rinse  them  with  water,  and  place 
them  in  a  solution  containing  8Mt 
pounds  of  sodium  bicarbonate  in  each 
100  gallon.s  of  water.  100  gallons  of  this 
solution  is  sufficient  for  175  pounds  of 
casings.  Keep  the  casings  in  this  solu- 
tion for  30  minutes,  moving  them  about 
freriuently  and  vigorously  so  as  to  in- 
sure complete  contact  of  the  solution 
?rlth  the  casings.  After  this  neutraliza- 
tion, remove  the  casings  from  the  so- 
dium bicarbonate  solution  and  wash 
them  to  remove  the  excess  of  bicarbon- 
ate. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0015) 

[28  FR  5986,  June  13.  1963,  as  amended  at  57 
FR  29785.  Jul.v  7,  1992.  Redesignated  at  58  FR 
47031.  Sept.  7,  1993.  as  amended  at  50  FR 
671S4.  Dec.  29, 1994] 

§96.14  Uncertified   casings;  disinfec' 
tUm  with  satumted  brine  soiirtion. 

Foreign  animal  casings  offered  for 
importation  Into  the  United  States 
upon  disinfection,  may  either  be  dis- 
infected with  hydrochloric  acid  as  at 
present  or  if  preferred  may  be  sub- 
mertred  in  a  saturated  brine  solution  at 
a  temperature  not  less  than  127  °F.  for 
at  least  15  minutes.  The  time  held  as 
well  as  the  temperature  of  such  brine 
solution  must  be  recorded  on  a  one- 
hour  dial  of  a  recording  thermometer 
and  filed  In  the  local  APHIS  office  for 
official  inspection  at  any  time.  In 
order  that  this  required  temperature 
may  be  more  readily  maintained,  such 
casings  must  first  be  submerged  in  a 
brine  solution  at  approximately  127  °F. 
for  al)Out  five  minutes  immediately  be- 
fore the  15-minute  recorded  submersion 
period  begins.  This  may  be  done  either 
in  the  testing  vat  or  a  preliminary  vat. 
By  following  this  procedure  the  tem- 
perature will  not  vary  unduly  and  thus 
cause  unsatisfactory  results.  After  re- 
moving the  casings  from  the  testing 
vat.  it  will  be  found  advantageous  to 
submerge  them  in  another  vat  con- 
taining cold  brine  solution  or  cold 
water  in  order  to  remove  the  extra 
heat  from  the  casings  as  promptly  as 


possible,  but  of  course  this  is  optional 

with  the  importer.  Tn  order  to  obtain 
the  most  satisfactory  results,  the 
hanks,  rings,  and  similar  units  must  be 
separated  as  much  as  possible  without 

untying,  but  "dolls"  will  not  he  per- 
mitted to  be  di.sint'ected  by  this  heating 
method.  In  oider  to  keep  the  tempera- 
tare  of  the  brine  in  the  testing  vat  of  a 
uniform  degree,  it  is  necessary  to  agi- 
tate the  solution  occasionally  by  mov- 
ing the  casings.  The  tip  of  the  record- 
ing thermometer  should  be  located  at  a 
point  which  would  be  approximately  at 
the  bottom  of  the  volume  of  casings 
being  disinfected. 

[28  FR  5986,  June  13.  1963,  as  amended  at  57 
FR  29785.  July  7.  1992.  Redesignated  at  66  FR 
47081,  Sept.  7, 1998] 

PART  97— OVERTIME  SERVICES  RE- 
LATING TO  IMPORTS  AND  EX- 
PORTS 

Sec. 

97.1  Overtime  work  at  laboratories,  border 
poi  ts.  ocean  ports,  and  airports. 

97.2  Administrative  instructions  prescribing 

commuted  travel  time. 

AUTHORITT:  7  U.S.C.  8311;  49  U.S.C.  80503;  7 
OFR  2.22, 280.  and  871.4. 

§97.1  Overtime  work  at  laboratories, 
border  ports,  ocean  ports,  mad  air- 
ports.' 

(a)  Any  person,  firm,  or  corporation 
having  ownership,  custody,  or  control 
of  animals,  animal  byproducts,  or 

other  commodities  or  articles  subject 
to  inspection,  laboratory  testing,  cer- 
tification, or  quarantine  under  this 
subchapter  and  subchapter  O  of  this 
chapter,  and  who  requires  the  services 
of  an  employee  of  the  Animal  and 
Plant  Health  Inspection  Service  on  a 
Sunday  or  holiday,  or  at  any  other 
time  outside  the  regular  tour  of  duty  of 
the  employee,  shall  sufficiently  in  ad- 
vance of  the  period  of  Sunday  or  holi- 
day or  overtime  service  request  the 
Animal  and  Plant  Health  Inspection 
Service  inspector  in  charge  to  furnish 


'  For  designated  ports  of  entry  for  certain 
animals,  animal  seniei!.  poultry,  uiui  hatch- 
ing eggs  see  9  CFR  §§93.102.  93.203,  93.303, 
93.403.  93.503.  93.703.  and  93.805  and  for  des- 
ignated port.s  of  entry  for  certain  purebred 
animals  see  9  CFR  §§  151.1  through  151.3. 
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the  service  and  shall  pay  the  Govern-  table,  except  as  provided  in  paragrapiw 
ment  at  the  rate  listed  in  the  following    (a)(1),  (a)(2),  and  (aK3)  of  this  section: 


Overtime  for  Inspection,  Laboratory  Testing.  Certification,  or  Quarantine  of  Animals, 
Animal  Products  or  Other  Regulated  Commodities 


Overtime  rates  (per  hour) 

OuMito  llw  wnploy66^9  nonral  lour  of 
duly 

Aug  11 
2002-Sepl 
30.  2002 

Oct.  1.200fr- 

Sept  30.  2003 

Oct.  1.2009- 

Sept  30.  2004 

Oct.  1.2004- 

Sept  30,  2005 

Beginning  Oct. 

1.  2005 

Monday  Iwouglh  8aluRl^  and  hoMiys  ... 

$45.00 
58.00 

$46.00 
61.00 

$48.00 
03.00 

$4900 
66.00 

S51X0 
9TM 

(1)  For  any  sexrices  performed  on  a 

Sunday  or  holiday,  or  at  any  time  after 
5  p.m.  or  before  8  a.m.  on  a  weekday,  in 
connection  with  the  arrival  in  or  de- 
parture from  the  United  States  of  a 
private  aircraft  or  private  veaael,  the 
total  amount  payable  shall  not  exceed 
$25  for  all  inspection  services  per- 
formed by  the  Customs  Service.  Immi- 
gration and  Naturalization  Service, 
Paldlo  Health  Service,  and  the  Depart- 
ment of  Agrlcnltore: 


(2)  Owners  and  operators  of  aircraft 

will  be  provided  service  without  reim- 
bursement during  regularly  established 
hours  of  service  on  a  Sunday  or  holi- 
day; and 

(8)  The  overtime  rate  to  be  charged 

owners  or  operators  of  aircraft  at  air- 
ports of  entry  or  other  places  of  inspec- 
tion as  a  consequence  of  the  operation 
of  the  aircraft,  fbr  work  performed  out- 
side of  the  regularly  established  hours 
of  service  is  listed  in  the  following 
table:  ' 


Overtime  for  commercial  Airune  Inspection  Services  ^ 


Ovortinw  mas  (par  how) 

Oulskle  the  emptoyee  s  nomtal  lour  of 
duly 

Aug.  11. 
200^^Sopl. 
30.2002 

Oct  1,  2002- 
SepL30,2003 

Oct  1 .  2003- 
Sept.  30,  2004 

Oct  1  2004- 
SepL30.  2005 

Beginning  Oct 
1,2006 

Monday  thrauflfi  Si»u^ and  iioldiyi ... 

Sundays   

$36.00 

48  00 

$37  00 
49.00 

$38.00 
51.00 

$4aoo 

53.00 

$41.00 
56.00 

*  These  charges  exckjde  administrativa  overhead  costs. 


(b)  A  minimum  charge  of  2  hours 
shall  be  made  for  any  bunday  or  holi- 
day or  nnschednled  overtime  dnty  per- 
formed  by  an  employee  on  a  day  when 
no  work  was  scheduled  for  him  or  her, 
or  which  is  performed  by  an  employee 
on  his  or  her  regnlar  workday  begin- 
ning either  at  least  1  hour  before  his  or 
her  scheduled  tour  of  duty  or  which  is 
not  in  direct  continuation  of  the  em- 
ployee's regmlar  tour  of  daty.  In  addi- 
tion, each  snch  period  of  Sunday  or 
holiday  or  unscheduled  overtime  work 
to  which  the  2-hour  minimum  charge 
applies  may  include  a  commuted  trav- 
eltime  period  (OTT)  the  amount  of 
which  shall  be  prescribed  in  adminis- 
trative instructions  to  be  issued  by  the 
Administrator,  Animal  and  Plant 
Health  Inspection  Service  for  the  areas 
In  which  the  Sunday  or  holiday  or 


overtime  work  is  performed  and  such 
period  shall  be  established  as  nearly  as 
may  be  practicable  to  cover  the  time 
necessarily  spent  in  reporting  to  and 
returning-  from  the  place  at  which  the 
employee  performs  such  Sunday,  holi- 
day or  overtime  duty.  With  respect  to 
places  of  duty  within  the  metropolitan 
area  of  the  employee's  headquarters, 
such  CTT  period  shall  not  exceed  3 
hours.  It  shall  be  administratively  de* 
termined  £rom  time  to  time  whldi  days 
constitute  holidays.  The  circumstances 
under  which  such  CTT  periods  shall  be 
charged  and  the  percentage  applicable 
in  each  circumstance  are  as  reflected 
in  the  following  table: 
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Actual 
time ' 
charge — no 
minimum 

2-hour 

guarantee 
charge 

Com- 
muM* 
traveUbna 

(CTT) 
oiWfQa 

CIWigM  for  Inspection  Within  MetropoilMI  ATM  Of 
EmployM's  Headquarters 

Work  beginning 
before  daily  tour 
begins: 
StoSSmin- 

UlM. 

60  to  119  min- 
utes. 

120  minutes 
or  mom. 

WOnC  OOymnino 

•llartMylour 

OOdK 

DbMl  oofiinii- 
ttton. 
BiMk*4n-ao(vloo 

o^ 

2-29  minutes 
30-60  mm- 

61  mkiulw  or 

more 

Ym  

rto  

Nona. 

V*CTT. 
RiUCTT. 

Itena. 

Nona. 
VfcCTT. 

PUiCTT. 

Yes  

Yaa  .„  

Yaa  . 

No  

Yes  

•••■■•••■■••■•■Mas 

Yaa  

ChargoB  for  Inspoction  Sorvicos  Performed  OuloMo 
Metropoinan  Area  of  Employee's  Headquarters 

Woffc  baginNng 
iNlovt  daly  lour 
boghw: 
9  to  99  min* 

u(es. 
60  minutes  or 
more, 
wane  Dopnnng 
aHordaliflaur 
ondK 
Direct  continu- 
ations. 
2-69  minutes 
60minutasor 
mora. 

••■••••■•••■••••••a 

Yaa  ^ 

No  

^^aa 

\aCTT. 
FUICTT. 

VhCTT. 

'ACTT. 
FuNCTT. 

No   

Yes  

Mo  

Yea   

Ctiargas  for  CaH  Out  Inspoction  Servico  on  Holiday  or 

Work  beginning  at 
any  time 

Yaa  ^ 

FulCTT. 

^  Actual  time  charged  when  work  is  contiguous  witti  tha 
daily  tour  will  be  in  quarter  hour  multipies.  with  service  time  of 
8  minutes  or  more  rounded  up  to  tfw  next  quarter  t>our  and 
ailV  time  of  less  than  8  minutes  will  be  disregarded. 

'The  full  CTT  allowance  will  be  the  amount  of  commuted 
traveltime  prescribed  for  the  place  at  which  the  inspections 
are  pertofmed.  See  part  97.2.  One-half  CTT  is  'Ai  of  the  full 
GTi  paitod. 

(c)  As  used  in  this  section— 

(1)  The  term  private  aircraft  means 
any  civilian  aircraft  not  being  used  to 
transport  persons  or  property  for  com- 
pensation or  hire,  and 

(2)  The  term  private  vessel  means  any 
civilian  vessel  not  being  used  (i)  to 
transport  persons  or  property  for  com- 


pensation or  hire,  or  (ii)  in  fishingr  op- 
erations or  in  processing  of  fish  or  fish 
products. 

(d)  (1)  Any  prindinl,  or  any  psraoii, 

firm,  partnership,  corporation,  or  other 
legal  entity  acting  as  an  agent  or 
broker  by  reqnestingr  Sunday,  holiday, 
or  overtime  services  of  an  Animal  and 
Plant  Health  Inspection  Service  in- 
spector on  behalf  of  any  other  person, 
firm,  partneralilp.  corporation,  or  other 
legal  entity  (principal ),  and  who  has 
not  previously  requested  such  service 
from  an  Animal  and  Plant  Health  In- 
spection Service  Inaswctor,  must  pay 
the  inspector  before  service  is  pro- 
vided. 

(2)  Since  the  payment  must  be  col- 
lected before  service  can  be  provided, 
the  Animal  and  Plant  Health  Inspec- 
tion Sen'ice  inspector  will  estimate 
the  amount  to  be  paid.  Any  difference 
between  the  inspector's  estimate  and 
the  actual  amount  owed  to  the  Animal 
and  Plant  Health  Inspection  Service 
will  be  resolved  as  soon  as  reasonably 
possible  following  the  delivery  of  serv- 
ice, with  the  Animal  and  Plant  Healtli 
Inspection  Service  either  returning  the 
difference  to  the  agent,  broker,  or  prin- 
cipal, or  billing  the  agent,  broker,  or 
principal  for  the  difference. 

(3)  The  prepajrment  must  be  in  some 
guaranteed  form,  such  as  money  order, 
certified  check,  or  cash.  Prepayment  in 
gruaranteed  form  will  continue  until 
the  Animal  anri  Plant  Health  Inspec- 
tion Service  determines  that  the  agent, 
broker,  or  principal  has  established  an 
acceptable  credit  history. 

(1)  For  security  reasons,  cash  pay- 
ments will  be  accepted  only  from  7  a.m. 
to  5  p.m..  and  only  at  a  location  des- 
ignated by  the  Animal  and  Plant 
Health  Inspection  Service  inspector. 

(e)  (1)  Any  principal,  or  any  person, 
firm,  partnership,  corporation,  or  other 
legal  entity  requesting  Sunday,  holi- 
day, or  overtime  services  of  an  Animal 
and  Plant  Health  Inspection  Service  in- 
spector, and  who  has  a  debt  to  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice more  than  60  days  delinquent,  must 
pay  the  inspector  before  service  is  pro- 
vided. 

(2)  Since  the  payment  must  be  col- 
lected before  service  can  be  provided, 
the  Animal  and  Plant  Health  Inspec- 
tion Service  inspector  will  estimate 
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the  amount  to  be  paid.  Any  difference 
between  the  inspector's  estimate  and 
the  actual  amount  owed  to  the  Animal 
and  Plant  Health  Inspection  Service 
will  be  resolved  as  soon  as  reasonably 
possible  following  the  delivery  of  serv- 
ice, with  the  Animal  and  Plant  Health 
Inspection  Servioe  eit*h^er  returning  tSh» 
difference  to  the  agent,  broker,  or  prin- 
cipal, or  billing  the  agent,  broker,  or 
principal  for  the  difference. 

(3)  The  prepayment  mnst  be  in  some 
guaranteed  form,  sach  as  money  order, 
certified  check,  or  cash.  Prepayment  in 
guaranteed  form  will  continue  until 
the  debtor  pays  the  delinquent  debt. 

(4)  For  security  reasons,  cash  pay- 
ments will  be  accepted  only  from  7  a.m. 
to  5  p.m.,  and  only  at  a  location  des- 
ignated by  the  Animal  and  Plant 
Health  Inspection  Service  inspector. 

(f)  Reimbursable  Sunday,  holiday,  or 
overtime  services  will  be  denied  to  any 
principal,  or  any  person,  firm,  partner- 
ship, corporation,  or  other  legal  entity 
who  has  a  debt  to  the  Animal  and 
Plant  Health  Inspection  Service  more 
than  90  days  delinquent.  ServloeB  will 
be  denied  until  the  delinquent  debt  is 
paid. 

[38  FR  28814.  Oct.  17.  1973,  as  amended  at  42 
FR  1455,  Jan.  7,  1977;  49  FR  1176,  Jan.  10, 1984; 
49  FR  12191.  Mar.  29.  1994:  S9  FR  723.  Jan.  7, 
1985;  52  FR  16823.  May  6.  1987:  53  FR  52992, 
Dec.  30.  1988;  54  FR  13516.  Apr.  4,  1989;  55  FR 
8198,  Jan.  81, 1990;  86  PR  41089,  Oct.  9, 1990;  66 
FR  ]082.  Jan.  11.  1991:  58  FR  32434.  June  10. 
1993;  62  FR  56025.  Oct.  28.  1997;  67  FR  48523. 
July  98. 2008] 

S97.2  Administrative  instructioiis  pre* 
■effflrfaf  eoaumitedl  traveltime. 

Each  period  of  overtime  and  holiday 
duty  as  prescribed  in  §97.1  shall  in  ad- 
dition Include  a  commuted  traveltime 
period  for  the  respective  ports,  sta- 
tions, and  areas  in  which  employees 
are  located.  The  prescribed  computed 
traveltime  periods  are  as  follows: 


Commuted  Traveltime  Aluowances 


Locabon  covered 

Served  from 

MelropoWinANNl 

WNNn 

Alaska 

Do  

Pahmr  

1 

•••••••••••••a 

8 

1 

8 

Commuted  traveltime  Allowances— 

Continued 


[In  hours] 


1  fH«ntiftt>  comnKl 

Oulsicfa 

Do   

6 

Do  

Sierra  Vista  

3 

Douglas   

.  •»■»■""■«• 

•••«••••»••••• 

4 

DO 

raoafiR ............... 

•*•*••«•••«««• 

6 

Do  

2 

•*••••*•»•••■• 

1 

Do  

Douglas   

6 

Phoenix  

O 

Do  

Sierra  Vista  

•*•«■*«••«•••• 
• ■•«•»«••«**•• 

3 

O 

A 
C 

o 

Do   

Nobles   

A 

4 

K#V  ....M.....*> 

D 

6 

9 

CaMoniia: 

m 
O 

Edwards  Air 

A 

Force  Base. 

Los  Ar>geles 

oan  DBinanino  ... 

R 

9 

and  Los  An- 

geies  innf* 

■ 

natioml  Air* 

port. 

Los  Angeles  

2 

Los  Angoles 

......a....... 

2 

Hubor.Sm 

rWliD,  HidUa* 

ing  Long 

Beach.  Wil- 

minoiton,  and 

T«n*wll»> 

land. 

March  Field   

 do  

5 

Mexicali 

Calexico 

1 

Newport  Beach 

 do  

4 

Ontario   

 do  

3 

San  Ysidro .......... 

1 

2 

8an  FfandBOo  ..... 

5 

San  Diego   

Do 

SanVaidro  

2 

San  Francisco 

z 

including,  Ala- 

nwda.  Rich- 

nwnd,  PWs- 

burg,  and 

other  ports  in 

San  Fran- 

daooandSan 

PibtoBay 

areas. 
San  Louis 

SanPadm  

6 

Obispo. 

1 

Stockton 

San  FranotMO  «... 

4 

Cotoado: 

Aivsdft  •*••»•••••••»»■*• 

1 

national  Air- 

port, Denver. 

Do   

Aufoia .................. 

2 

Connecticirt: 

Bradley  Inter- 

5 

nalional  Air- 

porL 

Oo  

* — ■ — 

1 
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Commuted  1»AVELTiME  aujgwances— 

Continued 

lln  hours] 


Bradley  Inter- 
national Air- 
port, Windsor 

Do  

Do  

Do   

Delaware: 

Wilmington   

Florida: 

jgckionvilto  

Miwnt  

Port  Fvprglades 
St  Petersburg  .. 

Do   

Tampa   

Do   

Qaoigia: 
AllsnHi  Inlvr- 
national  Air- 
port. 
Do  ...... 

Do 

Do   

Port  of  Bfijns* 

wide* 
Port  of  Savan- 
nah. 
Port  of  St. 
Mary's. 


MSG   

Honoiuiu.  <n 
dudlng  Aiea. 
Barber's  Point 
Naval  Air  Sta- 
tion. HonohAj 
Intarnational 
Aliport.  West 
Loch.  Middle 
Loch.  East 
Lodit  Paait 
CHyand 
Waipahu. 
Idaho: 

Boise   

Eaatport  

Do  

Minois: 

Chicago  

Do  

Do  .„  

m: 

anai 
Do 
Do 

Antes  

Kentucky: 
Slandilord  Field 

Do   

Louisiana 
Acadian  Re- 
gional Airport. 
New  Iberia. 


Metropolitan  Area 


AsMofd 

Harttord  

N.  Sloninglon.  CT 
Walsrbuiy,  CT  .... 

Dover  .., 

Miami 
Tampa 


Acwoilh 


CarrolKon 
Covington 
ForsyVi 
Savannah 


.do 
.do 


Wahnaa 

 do .... 


Caldwell  or  Mid- 

dleton 
Bonners  Ferry  — 
WA  

Geneseo   

Kirldand 

Anderson   

West  Lafayetia  ... 

Franldort  

Louisvffia  

At>t>eville  


2 


4 

S 


2 
2 
6 

6 

9 


3 
3 
9 
4 


1 
3 


2 
6 


6 
4 


2 
3 


COMMUTED  T^VELTIME  ALLOWANCES— 

Continued 
[In  hours] 


Any  point  below 
Chalmette 
anri  on  the 
EastBanli, 

LA.and 
points  to  and 
Including  Port 
Sulphur  on 
the  west  bank. 
Any  point  on  lha 
Mtoaiaal^pl 
River  atjove 
the  St 

Charles-Jef- 
terson  Parish 
boundary  to 

and  including 
Gran>ercy 

Morgan  City   

New  Orleans  in- 
cluding Orle- 
ans Parish 
and  al  pohMB 
on  the  east 
bank  of  the 
Mississippi 
River  from  ttia 
StClMriaa- 
ktaftecson  P&r- 
ish  boundary 
to  andhKhM^ 
ing 

Cftalmette, 
LA,  and  an 
put  Its  on  Hw 

west  bank 
from  the  St. 
Charles-Jef- 
farson  Parish 
iMundary  to 
but  excluding 
BeHe  Chasse, 
LA 

Undesignated 
ports. 
Maina: 
BanQor  ............. 

Do   

HouNon   

Jadonan 

Do  

Do   

Port  of  Portland 

Do 

Maryland: 

Baltimore:   

L^rgo  

Do 

Do  

Laum  .... 
Do  .. 
Do  

Mass.schusetts: 

Boston   

Do  .........•••I 

^)0  .....M..«a.i 


Samad  from 


Baton  Rou0a 


..do, 


.do 
.do. 


..do 


Augusta 
Bangor  . 
Newport 
Augusta 


Conoofd,  NH . 


Bowie 
Owings  I 

Easton   

Bowie  

Owings  Mils 
Easton  


Metropolitan  Area 


5 
4 


s 

1 


6 
5 
5 
3 
6 
4 


Grafton   

Loudon.  NH 


4 
4 


4 

6 
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COIylMUTED  TRAVELTIME  AUjOWAWCES— 

Continued 
[Inhoun] 


Do   

Do   

o: 

CMidAeuna 

Juarez   

Nuevo  Laredo  .. 
Ojinaga 

PMrasNsgras 
Raynon  (Pharr 
International 

Bridge) 
San  Jeronimo 
Michigan: 
^^itmlK 

Oq  

Do  

Do   

Do   

Do   

Do  ~  

*  

rVn  nuiUffI   

Do  

Do  

Do   

Do   

Do   

Do   

Mknowlo! 

MInneapolis/St 
Paul  Inter- 
nationaJ  Air- 
pott 

Do   

Do  

NoyM  

Missouri 

Kansas  City 
International 
Akpoft 

8t  Louto  Afeport 

St  Louis  Zoo- 
logical Park. 
Montana: 

Bozwnan  

Bownin  Lob- 


I  Air- 
port. 

Do  

Helena  

PortoiOpheim 

Do  

Port  of  Ray- 
mofKl. 

Do   

Port  of 


Do 

Do  

Swoetgrass  ... 
Nebraska: 

Lincoln  Airport 
Now  Jflfooyi 
Nawoik  Intof- 
iMlioMr  Air- 
port. 
Do  


Sorvodfrom 


N.  Attteboro 
WertMly.RI 


Del  Rio.  TX  

El  Paso,  TX   

Laredo.  TX  

Presidio,  TX  

Eagl«PMO.TX 
Hidalpo.  TX  


TX 


Boavorton  . 
ChfllMO  .... 

Clara 

Kalamaioo 
Lansing 
Port  Huran 


Chelsaa 

Clara  ... 

DalroN  

Lansing  .... 
Kalamazoo 


Pembina 
Jefferson 


Beaufort 

 .<lo..„ 


Bozomon 


QraalFali 

Helena   


Ptentywood 
OptMhn  ...... 


Raymond 
Great  Fails 


Shaby  

SunbuiaV 

Sweetgrass. 


Hi 


Mount  Hdly 


Metropolitan  Area 
Outside 


Wittiin 


•••• ••»••**•*« 


4 
4 

VA 
1 

IV? 
1 
1 
1 


6 

3 
6 
5 
4 
4 

"s 

6 
6 

3 
5 
6 


3 
3 
1 


3 


Commuted  Traveltime  Allowances— 
Continued 
pnhouni) 


Do  

Port  of  Salafn  i 

Do  

Do   

New  Mexico: 

Columbus   

Do   

PortotCotum- 


NOW  TOrK. 

Aloandria  Bay 

Do  

mpl 

Do  

Do   

Do   

Malone   

Newburgh  

Do   

Maw  York   

Niagara  Fans  . 
Odgensburg  . 
Port  of  Albany 

Rochester  

RooaavoMowfi 


Stewart  Airport. 
Newburgh. 
North  Canilna: 
Iredel  . 
Do 

Do  

North  Dakota: 

DunaaNh   

Do  

MirK>t   

Paaoa  Gardens 
nUni 

Do   

Do  

Do  

Do  

*•••••«•*•*•• 

OMo: 
VondaRa  Dayton 


Ahport. 

s 

Do   

1 

Ofegon: 

1 

Hemniston  

5 

Portland  

Do  

2 

Do  

Do  

Pannsytvania: 
Hairiabuig  .. 

Do  

Do   

Do   

PhladalpMo 
Puerto  Rioo: 

AquadlRa   

SaMnas  


Princeton  .... 
Hightslown  ., 
Mount  Holy 


Las  Cruces 
Detning  ...... 


Akron 


HIghQala  Springs. 

VT. 

Milton,  VT   

Calais.  VT  


Buffak)   

Odgensbug 
ChampUn 
AlMny  — 


Franklin 


GraanvMo 


Troutdale 
Salem  .... 

Sunny  V( 
Tigard  ................. 

TlrouUalo 

Camp  HII  

Morgantown  

Northumberland ... 
Shippanabui9  "■>*• 


Aquadilla  . 
San  Juan 


Metropolitan  Area 


Within  Outside 


2 

3 
4 

1 
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Commuted 


Traveltime  Allowances— 
Continued 

[In  hours] 


Location  covered 


San  Juan  

Campbell, 
Clarkesville. 

Memphis   

Memphis   

Man 
NmI 
Texas: 

Brownsville  

Do  

BlOMimville  and 
E 

li 

Abpoft. 

Do  

Do 
08llB^~Fort 

Worth  Inter- 
national Air- 
port. 

Del  Rio  

Do  

Do   

Do  

Do 
Do 

Do 

EIP«M0 

Do 

Do 
Fomey 
Do 
Do 

Do 
algo 
Do 

Do 

Do 

Do 

Houston  (Mud- 
hiQ  Houolon 
Intarcontl* 
nontai  Ahpod). 

Larado  

Do  

IDo 

Do  


T 


Served  from 


Metropolitan  Area 


Naalwlio 


Gadsden 
Jackson 


Laredo  or  San  An- 
tonio. 

Harlingen  and  San 
OanMo. 


McAUen  or  Edin- 
burg. 

Weslaoo  

PLWMlhorD^ 


Edmburg.  McAllen 

or  Mission. 
Laredo  or  SWI  AfW 

tonio. 

Doi  Rio  •••■■•■■••««•«••• 
EdMNHyh. 
McAllen  or  Mlt- 

sion. 

Laredo  or  ten  An- 
tonio. 

Hatchita  or 
Deming,  NM. 

Las  Cruces,  NM  .. 

Corstcana   

Ft.  Worth   „. 

^Tyior 

EdMHifBi  McAllen 

or  Mission 

Weslaco  

Brownsville  

Edmburg,  Misskmi 
andMcAlea 
iiln( 
Lyfoid 
Rio  Grande  City .» 

Brownsville  or  San 

Antonio. 

Eagle  Pass  

MoAlan,  EdMxjig 

or  Mtesion. 


Within   1  Outside 


4 
4 


6 

1 


2 
2 


3 
6 


3 
6 


3 
3 
3 


1 
3 
1 

2 
2 
2 


5 
6 
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Commuted  Traveltime  Allowances-- 
Continued 

[In  hours] 


Location  covered 


Do 

Utah: 
San  Lalw  Cl^  .. 

Vermont; 
Budington  Inter- 
national Air- 
port 
Do 

Do  ..... 
Derby  Line 

Do  ..... 

Do 
Do 
hgsl 
SprhtQa. 
VhgMK 
Dulles  Inter- 
national Air 
port. 

Do  

Do   

Port  ol  Rich- 
wnd 

■lyK 

m  . 
Do  . 

Lyndan  .... 

Do 
Moaaal 
Do 

Do  .„  .... 

Do  .  .  

OroviUe  ........... 

8eo-Tac  Ahpoft 

Seattle 
Sumas  ... 

Do  

Do  

Tacoma   

Yobn  

Do  

/Isconsin: 
Barron   


Served  from 


ElPaao 

Murray 

BuitoQlon 


Calais 

 do , 


Wamnlan  u.^^.. 


Seattle  . 
Blaine 


Orovilie,  WA 
Spokane  


YaMmo 


OtymplB 


Olynipla 

Seattle  .. 

 do .... 

Olympia 


Ripon 


•  .•■..•MM.«..M«...*...aM.. 


M.M......... 


1 

3 
4 
4 

2 
4 

1 


5 
8 


6 
2 

e 

6 
5 
8 
4 


2 

e 

6 
3 
2 
3 


(39  FR  41356.  Nov.  27. 1974] 

Editorial  Note:  For  Federal  Register  ci- 
tation? affecting  §97.2.  see  the  List  of  CFR 
Sections  Affected,  which  appeal's  in  the 
Finding  Aids  section  of  the  printed  volome 
and  on  GPO  Access. 
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PART  98-IMPORTATION  OF  CER- 
TAIN ANIMAL  EMBRYOS  AND 
ANIMAL  SEMEN 

Sec. 

96.1  Problbitlon. 

Subpart  A— Ruminant  and  Swine  Embryos 
from  Rs0toM  Aee  of  Hnctoipetl  and 
Foot-andhMouIti  DlieoM;  and  Bnbiyot 
ol  llonei  and  Aif  i 

98.2  Definitions. 

98.3  Gen*^!\A'  conditions. 

98.4  Import  permit. 

96.5  Health  certificate. 

98.6  Ports  of  entry. 

98.7  Declaration  upon  arrival. 

98.8  Inspection. 

96.9  Bmbryoe  reltaaed  entry. 
PR  10  Other  importations. 

dS.IOa  Embryos  from  sbeep  in  regions  other 
ttuoi  Australia*  Canada,  and  New  Zea- 
land. 

Sifcpcwf  B  Runfilnuiil  and  Swine  Ehibfyos 
from  Regions  Where  Rinderpest  or 
Foot-and-MouIti  DtaeoM  ExMt 

96.11  Definitions. 

98.12  General  prohibitions. 

98.13  Import  permit. 

96.14  Health  certificate. 

98.15  Health  requirements. 

98.16  The  embryo  collection  unit. 

98.17  Procedures. 

98.18  Shlpmoit  of  embryos  to  the  United 

States. 

98.19  Arrival  and  inspection  at  the  port  of 
entry. 

98.20  Embryos  refused  on  try. 

98.21  Embryos  from  sheep  in  regions  other 
than  Anstralia,  Canada,  and  New  Zea- 
land. 

ftibport  C— Oeitain  AHknol  Semen 

98.30  Definitions. 

96.81  General  prohibitions:  exceptions. 

98.32  Inspection  of  certain  aircraft  and 
other  means  of  conveyance  and  shipping 
containers  thereon:  unloading,  cleaning. 

and  disinfection  requirements. 

98.33  Ports  designated  for  the  importation 
of  certain  animal  semen. 

98.34  Import  permits  for  iK>altry  semm  and 
animal  semen. 

nJS5  Declaration,  health  certificate,  and 
other  documents  for  animal  semen. 

98.36  Animal  semen  from  Canada. 

98.37  Semen  fiom  sheep  in  regions  other 
than  Australia,  Canada,  and  New  Zea> 
land. 


authority:  7  U.S.C.  1622:  19  U.S.C.  1306:  21 
U.S.C.  103-105,  111.  134a,  134b.  134c,  134d,  134f, 
lS6andl36a:81U.|3.0. 

EPFBcnvB  DATS  Nqtb:  At  6f7  FR  680S2.  Not. 

8.  2002.  the  authority  citation  for  part  98  was 
revised,  effective  Jan.  7,  2003.  For  the  con- 
venience of  the  user,  the  revised  text  Is  set 
forth  as  follows: 


AVTHORnY:  7  U.S.C.  1622.  6308,  8806.  8807, 

8313.  and  8315;  21  U.S.C.  136  and  186a;  81  U.B.C. 
9701;  7  CFR  2.22.  2.80.  and  371.4. 

898.1  IhroliiUtioii. 

An  embryo  shall  not  be  imported  or 

entered  into  the  United  States  unless 
in  accordance  with  the  provisions  of 
this  part. 

150  FK  4^563.  Oct.  25.  1985.  Redesignated  at  56 
FB  S6808.  Oct.  80. 1901] 

Subpart  A— Ruminant  and  Swine 
Embryos  from  Regions  Free  of 
Rinderpest  and  Foot-and- 
Moutti  Disease;  and  Embryos 
of  Horses  and  Asses 

§  98.2  Definitions. 

The  following  terms,  when  used  in 
this  subpart,  shall  be  construed  as  de- 
fined. Those  terms  used  in  the  sin^lar 
form  In  this  subpart  shall  he  construed 
as  the  plural  form  and  vice  versa,  as 
the  case  may  demand. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal.  Any  cattle,  sheep,  goats, 
other  romlnantB,  swine,  horses,  or 
asses. 

Animal  and  Plant  Health,  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Ag-riculture  (APHIS"). 

Approved  artificial  insemination  center. 
A  facility  appiWed  or  licensed  by  the 
national  government  of  the  reerion  in 
which  the  facility  is  located  to  collect 
and  process  semen  under  the  general 
supervision  of  ^uch  government. 

Approved  embryo  transfer  unit.  A  facil- 
ity approved  or  licensed  by  the  na- 
tional government  of  the  region  in 
wMch  the  feMsillty  is  located  for  the  ar- 
tificial Insemination  of  donor  dams  or 
for  conception,  as  a  result  of  artificial 
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breeding  by  a  donor  sire  and  for  col- 

lectinff  and  processing  embryos  for  ex- 
port under  the  general  supervision  of 
such  government. 

Department.  The  United  States  De- 
partment of  Airric  ulture. 

Embryo.  The  initial  stage  of  an  ani- 
mal's development  after  collection 
from  the  natural  mother,  while  It  la  ca- 
pable  of  beins"  transferred  to  a  recipi- 
ent dam.  but  not  including  an  embryo 
that  has  been  transferred  to  a  recipient 
dam. 

Enter  (entered,  crilry)  into  the  rrtited 
States.  To  introduce  into  the  commerce 
of  the  United  States  after  release  from 
governmental  detention  at  the  port  of 
entry. 

Flock.  A  herd. 

Herd.  All  animals  maintained  on  any 
single  premises;  and  all  animals  under 

common  ownership  or  supervision  on 
two  or  more  premises  which  are  upo- 
graphically  separated,  but  among 
which  there  Is  an  Interchange  or  move- 
ment of  animals. 

Import  (imported,  importation)  into  the 
United  States.  To  bring  into  the  terri- 
torial limits  of  the  United  States. 

Inspector.  An  emplny«M?'  of  APHIS  who 
is  authorized  to  perform  the  function 
involved. 

Person,  Any  Individual,  corporation, 

company,  association,  firm,  partner- 
ship, society,  joint  stock  company,  or 
any  other  legal  entity. 

Region.  Any  defined  geographic  land 
area  identifiable  by  geological,  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 

(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish. Province,  State,  etc.) 

(8)  Parts  of  several  national  entitles 
combined  into  an  area:  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  Into  a  single  area. 

United  States.  All  of  the  several 
States  of  the  United  States,  the  Dis- 
trict of  Columbia,  Guam,  the  Northern 
Mariana  Islands,  Puerto  Rico,  the  Vir- 
gin Islands  of  the  United  States  and  all 
other  territories  and  possessions  of  the 
United  States. 

[50  FR  43563.  Oct.  25,  1985.  Redesignated  and 
amended  at  56  FR  55808.  Oct.  80.  UOl:  57  FR 

29191.  July  1.  1992:  Gl  FR  17241,  Apr.  19.  1996: 
62  FR  56025.  Oct.  28.  1997J 


General  cmditlous. 

Except  as  provided  in  subpart  B  of 

this  part,  an  animal  embryo  shall  not 
be  imported  into  the  United  States  un- 
less it  is  Horn  a  region  listed  in 
$94.1(a)(2)  of  this  chapter  as  being  tne 
of  rinderpest  and  foot-and-mouth  dis- 
ease, and: 

(a)  The  embryo  is  exported  to  the 
United  States  from  the  region  In  whlcA 
it  was  conceived; 

(b)  The  embryo  was  conceived  as  a  re- 
sult of  artificial  insemination  with 
semen  collected  from  a  donor  sire  at  an 
approved  artificial  insemination  cen- 
ter, or  the  embryo  as  conceived  as  a  re- 
sult of  natural  breeding  by  a  donor  sire 
at  an  approved  embryo  transfer  unit; 

(c)  If  artificially  inseminated,  the 
donor  dam  conceived  the  embryo  after 
being  Inseminated  in  an  approved  em- 
bryo transfer  unit  with  semen  collected 
at  an  approved  artificial  Insemination 
center; 

(d)  At  the  time  of  collection  of  the 

semen  used  to  conceive  the  embryo  or 
at  the  time  of  natural  breeding,  the 
donor  sire  met  all  requirements  the 
donor  sire  would  have  to  meet  under 
part  93  of  thia  chapter  for  a  health  cer- 
tificate required  as  a  condition  of  im- 
portation into  the  United  States; 

(e)  At  the  time  of  collection  of  the 
embryo  from  the  donor  dam.  the  donor 
dam  met  all  requirements  the  donor 
dam  would  have  to  meet  under  part  92 
of  this  chapter  for  a  health  certificate 
required  as  a  condition  of  importation 
into  the  United  States; 

(f)  There  is  no  basis  for  denying  an 
import  permit  for  the  donor  sire  or 
donor  dam  under  §  93.304(a)(2)  for 
horses.  §93. 101(a)(2)  or  (3)  for 
ruminants,  and  §  93.504(a)(2)  or  (3)  for 
swine  of  this  chapter; 

I L' I  The  embryo  is  collected  and 
maintained  under  conditions  deter- 
mined by  the  Administrator  to  be  ade- 
quate to  protect  against  contamination 
of  the  embryo  with  infectious  a-«<«n^1 
disease  organisms;  and 

(h)  The  embryo  was  determined, 
based  on  microscopic  examination,  to 
have  an  intact  zona  pellucida  at  the 
time  the  enihiyo  was  placed  into  its 
immediate  container  (straw  or  ampule) 
for  shipping. 

(i)  The  embryo  is  contained  in  a  ship- 
ping container  which  at  the  time  of 
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offer  for  entry  Is  sealed  with  an  official 
seal  which  was  affixed  to  the  shipping 
container  by  a  full-time  salaried  vet- 
erinarian of  the  national  animal  healtii 
service  of  tibe  region  of  origin  or  by  a 
veterinarian  authorized  to  do  so  by  the 
national  animal  health  service  of  the 
region  of  origin. 

[50  FR  43563,  Oct.  25,  1985,  as  amended  at  55 
FR  9m  Ang.  a,  1900;  66  FR  Sm,  Oct.  80. 
1991:  57  FR  291M.  Jnly  1.  19S2;  63  FR  56025. 
Oct.  28.  1997] 

¥iiipoii't  peciBit* 

(a^  Except  as  provided  in  subpart  B  of 
this  part,  an  animal  embryo  shall  not 
be  imported  into  the  United  States  un- 
less accompanied  by  an  Imjtort  permit 
issued  by  APHIS  and  unless  imported 
into  the  United  States  within  14  days 
after  the  proposed  date  of  arrival  stat- 
ed in  the  import  permit. 

(b)  An  application  for  an  import  per- 
mit must  be  submitted  to  the  Animal 
and  Plant  Health  Inspection  Service, 
Veterinary  Services.  National  Center 
for  Import-Export.  4700  River  Road 
Unit  38,  Riverdale.  Maryland  20737-1231. 
An  application  form  for  an  import  per- 
mit may  be  obtained  from  this  staff. 

(c)  The  completed  application  shall 
include  the  following  information: 

(1)  The  name  and  address  of  the  per- 
son intending  to  export  an  embryo 
ttom  the  region  of  origin, 

(2)  The  name  and  address  of  the  per- 
son intending  to  import  an  embryo, 

(3)  The  species,  breed,  and  number  of 
embryos  to  be  imported, 

(4)  The  purpose  of  the  importation, 

(5)  The  region  in  which  the  embryo  Is 
conceived, 

(6)  The  port  of  embarkation, 

(7)  The  mode  of  transportation. 

(8)  The  route  of  travel, 

(9)  The  port  of  entry  in  the  United 
States. 

(10)  The  proposed  date  of  arrlyal  In 

the  United  States, 

(11)  The  name  and  address  of  the  per- 
son to  whom  the  embryo  will  be  deliv- 
ered In  the  United  States,  and 

(12)  The  measures  to  be  taken  to  en- 
sure that  the  embryo  is  collected  and 
maintained  under  conditions  adequate 
to  protect  against  contamination  of 
the  embryo  with  infectious  animal  dis- 
ease orgaziisms. 


(d)  After  receipt  and  review  of  the  ap- 
plication by  APHIS,  an  import  permit 
indicating  the  applicable  conditions 
under  this  subpart  for  importation  into 
the  United  States  shall  be  issued  for 
the  Importation  of  embryos  described 
in  the  application  if  such  embryos  ap- 
pear to  be  eligible  to  be  imported.  Bven 
though  an  import  permit  has  been 
issued  for  the  importation  of  an  em- 
bryo, the  embryo  may  be  imported 
only  if  all  applicable  requirements  of 
this  subpart  are  met. 

[50  FR  48563,  Oct.  25,  1665,  as  amended  at  56 

FR  55809.  Oct.  30.  1991:  57  FR  29194.  July  1, 
1992;  59  FR  67616,  Dec.  30,  1994;  62  FR  56025. 
Oct.  28,  1867] 

§  98.5   Health  certificate. 

(a)  Except  as  provided  in  subpart  B  of 
this  part,  an  animal  embryo  shall  not 
be  imported  Into  the  United  States  un- 
less it  is  accompanied  by  a  certificate 
issued  by  a  full-time  salaried  veteri- 
nary officer  of  the  national  govern- 
ment of  the  region  of  origin,  or  Issued 
by  a  veterinarian  designated  or  accred- 
ited by  the  national  government  of  the 
region  of  origin  and  endorsed  by  a  full- 
time  salaried  veterinary  officer  of  the 
national  government  of  the  region  of 
origin,  representing  that  the  veteri- 
narian issuing  the  certificate  was  au- 
thorized to  do  so.  The  certificate  shall 
state: 

(1)  The  dates,  places,  types,  and  re- 
sults of  all  examinations  and  tests  per- 
formed on  the  donor  sire  and  donor 
dam  as  a  condition  for  importation  of 
the  embryo,  and  the  names  and  ad- 
dresses of  persons  or  laboratories  con- 
ducting the  examinations  or  tests,  and 
a  statement  that  any  other  require- 
ments established  by  $98.3  have  been 
complied  with, 

(2)  The  name  and  address  of  the  con- 
signor and  consignee. 

(3)  The  name  and  address  of  the  ap- 
proved artificial  Insemination  center 
where  the  semen  for  the  embryo  was 
collected,  if  applicable, 

(4)  The  name  and  address  of  the  ap- 
proved embryo  transfer  unit  where  the 
donor  dam  was  Inseminated  or  bred  and 
the  embryo  was  collected,  and 

(5)  The  measures  taken  to  ensure 
that  the  embryo  was  collected  and 
maintained  under  conditions  adequate 
to  protect  against  contamination  of 
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the  embryo  with  infecttous  animal  dis- 
ease organisms. 

(b)  The  certificate  accompansring 
Bheep  or  goat  embryos  intended  for  im- 
portation from  any  part  of  the  world 
shall,  in  addition  to  th^  statements  re- 
quired by  paragraph  uu  of  this  section. 
State  that: 

(1)  The  embryos'  sire  and  dam  have 
not  been  in  any  flock  or  herd  nor  had 
contact  with  sheep  or  goats  which  have 
been  in  any  flock  or  herd  where  scrapie 
has  been  diagnosed  or  suspected  during 
the  5  years  prior  to  the  date  of  collec- 
tion of  the  embryos; 

(2)  The  embryos*  sire  and  dam  showed 
no  evidence  of  scrapie  at  the  time  the 
embryos  were  collected; 

(3>  Scrapie  has  not  been  suspected 
nor  confirmed  in  any  progeny  of  the 
embryos'  donor  dam:  and 

(4)  The  parents  of  the  embryos'  sire 
and  dam  are  not,  nor  were  not,  affected 
with  scrapie. 

(Approved  by  the  Olftoe  of  Maoacemant  and 
Budget  under  control  number  0679-0040) 

[50  FR  13563.  Oct.  25.  1985.  as  amended  at  56 
FB  5&809,  Ckit.  30.  1991;  61  FR  15183.  Apr.  5. 
1906:  01  FR  17241.  Apr.  19.  1996:  02  FR  S0025. 
Oct.  28, 1907] 

§96i.0  Ports  of  eiuii'y* 

An  embryo  shall  not  be  Imported  into 

the  United  States  unless  at  a  port  of 
entry  listed  in  §93.303  for  horses.  §93.403 
for  ruminants,  or  §93.503  for  swine  of 
this  chapter. 

[50  FR  43563,  Oct.  25,  1985,  as  amended  at  55 
FR  31668.  Aug.  2.  1900:  02  FR  66025,  Oct.  28, 
1907] 

§98.7  Dedaration  upon  arrivaL 

Upon  arrival  of  an  embryo  at  a  port 
of  entry,  the  importer  or  the  import- 
er's agent  shall  notify  APHIS  of  the  ar- 
rival by  giving  an  inspector  a  docu- 
ment stating: 

(a)  The  port  of  entry. 

(b)  The  date  of  arrival, 

(c)  Import  permit  number, 

(d)  Carrier,  and  identification  of  the 
means  of  conveyance. 

(e)  The  name  and  address  of  the  im- 
porter, 

(f)  The  name  and  address  of  the 

broker. 

(g)  The  region  of  origin  of  the  em- 
bryo. 


9  CFR  Ch.  I  O-l-eS  EMon) 

(h)  The  number,  species,  and  purpose 
of  importation  of  the  embryo,  and 

(i)  The  name  and  address  of  the  per- 
son to  whom  the  embryo  will  be  delly- 
ered. 

[50  FR  43563,  Oct.  26.  1085.  as  amended  at  07 
FR  29194.  July  1,  1902;  02  FR  50025.  Got.  28. 

1997J 

fMiB  bspeetkn. 

Any  embryo  offered  tCT  entry  into 
the  United  States  in  accordance  with 
this  subpart  and  documents  accom- 
panying the  embryo  shall  be  subjeot  to 
inspection  by  an  inspector  at  the  time 
the  embryo  is  offered  for  entry  in  order 
to  determine  whether  the  embryo  Is  el- 
igible for  entry.  The  import  permit  and 
the  health  certificate  shall  be  given  to 
the  inspector. 

[50  FR  43563.  Oct.  25,  1985,  as  amended  at  06 
FR  55800.  Oct.  30, 1991] 

89&9  Embryos  reftiMdentiy. 

Any  embryo  reftised  entry  into  the 

United  States  for  noncompliance  with 
the  requirements  of  this  subpart  shall 
be  removed  from  the  United  States 
within  a  time  period  specified  by  the 
Administrator  or  abandoned  by  the  Im- 
porter for  destruction,  and  pending 
such  action  shall  be  subject  to  such 
safeguards  as  the  inspector  determines 
necessary  to  prevent  the  possible  Intro- 
duction  intn  the  United  States  of  infec- 
tious animal  diseases.  If  such  embryo 
is  not  removed  from  the  United  States 
within  such  time  period,  or  abandoned 
for  destruction,  it  may  be  seized,  de- 
stroyed, or  otherwise  disposed  of  as  the 
inspector  determines  necessaxy  to  pre- 
vent the  possible  introduction  into  the 
United  States  of  infectious  animal  dis- 
eases. 

[50  FR  13563.  Oct.  25.  1985.  as  amended  at  56 
FR  55809,  Oct.  30.  1991;  57  FR  29194.  July  1, 
19921 

§98.10   Other  importations. 

Notwithstanding  other  provisions  in 
this  part,  the  Administrator  may  in 
specific  cases  allow  the  importation 
and  entry  into  the  United  States  of  em- 
bryos other  than  as  provided  for  in  this 
part  under  such  conditions  as  the  Ad- 
ministrator may  prescribe  to  prevent 
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the  introduction  into  the  United  States 
I  of  ixLtectiooB  animal  difleaaee. 

I  [50  FR  13563.  Oct.  25.  1966,  M  Amended  at  67 
^   FR  29194,  July  1, 1992] 

§M.10a   Embryos  from  sheep  in  re- 
I        gions  other  than  Auetralia,  Canada, 
and  N«w  Zealand. 

'  (a)  Bzoept  for  emhryoe  fh>m  sheep  in 
,  Anatralia.  Canada,  or  New  Zealand, 

embryos  from  sheep  may  only  be  im- 
ported into  the  United  States  if  they 
I  comidy  with  all  applicable  provisions 
of  this  snbpart  and  one  of  the  following 

conditions: 

(1)  The  embryos  are  transferred  to  fe- 
malee  in  a  flock  in  the  United  States 

that  participates  in  the  Voluntary 
Scrapie  Flock  Certification  Program 
(see  9  CFR  part  &4,  subpart  B)  and 
qualifies  as  a  **Certifled**  flock:  or 

(2)  The  embryos  are  transferred  to  fe- 
males in  a  flock  In  the  United  States 
that  participates  in  the  Voluntary 
Scrapie  Flock  Certification  Program 
(see  9  OFR  part  64,  subpart  B)  and  the 
flock  owner  has  agreed,  in  writing,  to 
maintain  the  flock,  and  all  first  gen- 
eration progeny  resulting  from  em- 
bryos imported  in  accordance  with  tiiis 
section,  in  compliance  with  all  require- 
ments of  the  Voluntary  Scrapie  Flock 
Certification  Program  until  the  flock, 
including  all  first  generation  progeny 
resulting  from  embryos  imported  in  ac- 
cordance with  this  section,  qualifies  as 
a  "Certified"  flock. 

(b)  EKheep  embryos  may  be  imported 
under  paragraph  (a)  of  this  section  only 
if  the  importer  provides  the  Voluntary 
Scrapie  Flock  Certification  Program 
identification  number  of  the  receiving 
flock  as  part  of  the  application  for  an 
import  permit. 

(c)  Sheep  embryos  may  be  imported 
under  paragraph  (a)(1)  of  this  section 
only  if  they  are  the  progeny  of  a  dam 
and  sire  that  are  part  of  flocks  in  the 
region  of  origin  that  participate  in  a 
program  determined  by  the  Adminis- 
trator to  be  equivalent  to  the  Vol- 
untary Scrapie  Flock  Certification 
Program,  and  the  flocks  have  been  de- 
termined by  the  Administrator  to  be  at 
a  level  equivalent  to  "Certified"  in  the 
Voluntary  Scrapie  Flock  Certification 
Program. 

(d)  Sheep  embryos  may  be  imported 
under  paragraph  (a)(2)  of  this  section 


§98.10a 

only  if  they  are  transferred  to  animals 
in  a  Certifiable  Class  C  flock  partici- 
pating in  the  Voluntary  Scrapie  Flock 
Certification  Program;  except,  that  if 
the  embryos  are  the  progeny  of  a  dam 
and  sire  whose  flock  in  the  region  of 
oritrin  participates  in  a  program  deter- 
mined by  the  Administrator  to  be 
equivalent  to  the  Voluntary  Scrapie 
Flock  (Certification  Program,  then  the 
embryos  may  be  placed  in  a  flock  in 
the  United  States  which  would  be  clas- 
sified at  a  level  equivalent  to  or  lower 
(i.e.,  at  a  greater  risk)  than  the  certifi- 
cation level,  as  determined  by  the  Ad- 
ministrator, of  either  the  flock  of  the 
dam  or  the  flock  of  the  sire,  whichever 
one  presents  the  greater  risk. 

(e)  The  flock  to  which  the  sheep  em- 
bryos are  transferred  pursuant  to  para- 
grraph  (a)(2)  of  this  section  must  be 
monitored  for  scrapie  disease  until  the 
flock,  and  all  first  generation  progeny 
resulting  firom  the  embryos  imported 
in  accordance  with  this  section,  quali- 
fies as  a  "Certified"  flock. 

(f)  Except  for  sheep  embryos  being 
placed  in  Certifiable  Glass  O  flocks,  the 
certificate  accompanying  sheep  em- 
bryos imported  under  paragraph  (a)  of 
this  .section  mu.sl  contain  the  following- 
statement:  "The  embryos  identified  on 
this  certificate  are  the  progeny  of  a 
dam  and  sire  that  have  been  monitored 
by  a  salaried  veterinary  officer  of 
[name  of  region  of  origin],  for  [number  of 
months],  in  the  same  source  flock  which 
had  been  determined  by  the  Adminis- 
trator. APHIS,  prior  to  the  exportation 
of  these  embryos  to  the  United  States, 
to  be  equivalent  to  Icertification  level  (of 
dam  or  sire)  presenting  greater  risk]  of 
the  Voluntary  Scrapie  Flock  Certifi- 
cation Prog-ram  authorized  under  9 
CFR  part  54.  subpart  B." 

(1)  The  Administrator  will  determine, 
based  upon  information  supplied  by  the 
importer,  whether  the  flock  of  the  em- 
bryos' dam  and  sire  participates  in  a 
program  in  the  region  of  origin  that  is 
equivalent  to  the  Voluntary  Scrapie 
Flock  Certification  Program,  and  if  so, 
at  what  level  the  source  flock  would  be 
classified. 

(2)  In  order  for  the  Administrator  to 
make  a  determination,  the  importer 
must  supply  the  following  information 
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with  the  apKilication  for  an  import  per- 
mit, no  less  than  1  month  prior  to  the 
anticipated  date  of  importation: 

(i)  The  name,  title,  and  address  of  a 
knowledgeable  official  in  the  veteri- 
nary services  of  the  region  of  origin; 

(ii)  The  details  of  scrapie  control  pro- 
grams in  the  region  of  origin,  including 
information  on  disease  surveillance 
and  border  control  activities  and  the 
length  of  time  snch  activities  have 
been  in  effect; 

(iii)  Any  available  information  con- 
cerning additions,  witliin  the  5  years 
immediately  preceding  collection  of 
the  embryos,  to  the  flock  of  the  em- 
bryos' sire  and  dam; 

(Iv^  Any  available  data  concerning 
dibeaise  incidence,  within  the  5  years 
inmiediately  preceding  collection  of 
the  embryos,  in  the  flock  of  the  em- 
bryos' sire  and  dam,  including,  but  not 
limited  to,  the  results  of  diagnostic 
tests,  especially  histopathology  tests, 
condncted  on  any  animals  in  the  flock; 

(v)  Information  concerning  the 
health,  within  the  5  years  immediately 
preceding  collection  of  the  embryos,  of 
olfter  rominants,  flocks,  and  herds 
with  which  the  embryos'  sire  and  dam 
and  the  flock  of  the  embryos'  sire  and 
dam  might  have  had  physical  contact, 
and  a  description  of  the  type  and  fre- 
quency of  Idle  physical  contact;  and 

(vi)  Any  other  information  requested 
by  the  Administrator  in  specific  cases 
as  needed  to  make  a  determination. 

(g)  All  first  generation  progeny  re- 
sulting from  embryos  imported  under 
this  section  are  subject  to  the  require- 
ments of  9  CFR  part  54  and  all  other 
applicable  regulations. 

(Approved  by  the  Office  of  Managrement  and 
Budget  under  control  numbers  0579-0040  and 
0679-0101) 

(61  FR  17311.  Apr.  10.  1996.  as  amended  at  62 
FB  66035,  Oct.  28, 1997] 

Subpart  B— Ruminant  and  Swine 
Embryos  From  Regions  Wtiere 
Rinderpest  or  Fo^^md-Moulh 
DitecneExMs 

Source  56  FR  55809,  Oct.  90,  1991,  unless 
otiierwise  noted. 


198.11  DeOaitioiia. 

Anbnal  and  Plant  Health  IrupecHon 

Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture. 

Collection  of  embryot.  Bmbrsros  re- 
moved from  a  single  donor  dam  In  one 

operation. 

Embryo.  The  initial  stages  of  develop- 
ment of  an  animal,  after  oollootton 

from  the  natural  mother  and  while  it  is 
capable  of  being  transferred  to  a  recipi- 
ent dam,  but  not  after  it  lias  been 
transferred  to  a  recipient  dam. 

Embryo  collection  unit.  Area  or  areas 
where  the  donor  dam  will  be  bred  to 
produce  embryos  for  importation  into 
the  United  States,  and  where  the  em- 
bryos will  be  collected,  processed,  and 
stored  pending  shipment  to  the  United 
States. 

Foreign  Aninud  Disease  Diagnostic  Lab- 
oratory. The  Foreign  Animal  Disease 
Diagnostic  Laboratory  of  the  Animal 
and  Plant  Health  Inspection  Service. 

Herd  of  origin.  The  herd  in  which  the 
donor  dam  is  kept  during  the  60  days 
before  the  donor  dam  is  required  to  be 
housed  in  an  embryo  collection  unit,  in 
aocordanoe  with  196.17(a)  of  this  sub- 
part. 

Import.  To  bring  into  the  territorial 
limits  of  the  United  States. 

Inspector.  An  employee  of  the  Animal 
and  Plant  Health  Inspection  Service 
who  is  authorized  to  perform  the  func- 
tion involved. 

Official  veterinarian.  A  full-time  sala- 
ried veterinarian  of  the  national  gov- 
ernment of  the  country  of  origin  or  a 
veterinarian  employed  by  the  Animal 
and  Plant  Health  Inspection  Ser\nce 
(APHIS),  and  designated  by  APHIS  to 
supervise  or  conduct  procedures  re- 
quired by  this  sabpart,  and  to  cartlfy 
that  requirements  of  this  sabpart  have 
been  met. 

Person.  Any  individual,  corporation, 
company,  association*  firm,  partner- 
ship, society,  joint  stock  company,  or 
other  legal  entity. 

Region.  Any  defined  geographic  land 
area  Identifiable  by  geological,  polit- 
ical, or  surveyed  boundaries.  A  r^^OB 
may  con.sist  of  any  of  the  following: 

(1)  A  national  entity  tcountry); 

(2)  Part  of  a  national  entity  (sone, 
county,  department,  municipality,  par- 
ish, Province,  State,  etc.); 
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^3)  Parts  of  several  national  entities 
combined  into  an  area;  or 

(4)  A  group  of  national  entities  (coun- 
tries) combined  into  a  single  area. 
I     Region  of  origin.  The  reg-ion  in  which 
the  embryo  is  conceived  and  collected 
I  and  from  which  the  embryo  l8  Imported 
I  Into  the  United  States. 

Ruminant.  All  animals  which  chew 
the  cud,  including  cattle,  buffaloes, 
camellds,  oervida  (deer,  elk,  moose,  and 
antelope),  sheep,  groats,  and  giraffes. 

Swine.  The  domestic  hog  and  all  vari- 
eties of  wild  hogs. 

United  States.  All  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia. Guam,  the  Northern  Mariana  Is- 
lands, Puerto  Rico,  the  Virgin  Islands 
Of  the  United  States,  and  all  other  ter- 
ritories and  possessions  of  the  United 
States. 

[58  PR  55809,  Oct.  30.  1991.  as  amended  at  61 
PR  16183,  Apr.  5.  1996;  62  FR  56025.  Oct.  28, 
1987] 

§  98.12    General  prohibitions. 

(a)  Ruminant  and  swine  embryos 
may  not  he  imported  ftom  regions 

where  rinderpest  or  foot-and-mouth 
disease  exists  except  in  accordance 
with  this  subpart. 

(b)  Ruminant  and  swine  embryos 

may  not  be  imported  into  the  T"^nited 
States  from  any  region  other  than  the 
region  in  which  they  were  conceived 
and  collected. 

[56  FR  56809.  Oot.  89.  1981.  as  amended  at  81 
FR  15183.  Apr.  6.  1996;  62  FR  66025.  Oct.  28, 

1997] 

1 86.18  Import  permit. 

(a)  Ruminant  and  swine  embryos  and 
all  test  samples  required  by  this  sub- 
part may  he  imported  into  the  United 
States  from  regions  where  foot-and- 
mouth  disease  or  rinderpest  exists  only 
if  accompanied  by  import  permits 
israed  by  the  Animal  and  Plant  Health 
Inspection  Service  (APHIS). 

(b)  An  application  for  the  import  per- 
mits must  be  submitted  to  the  Animal 
and  Plant  Health  Inspection  Service, 
Veterinary  Services,  National  Center 
for  Import-Export.  4700  River  Road 
Unit  38,  Riverdale,  Maryland  20737-1231. 
Applloation  forms  also  may  be  ob- 
tained at  tliis  same  address.  The  appli- 
cation for  a  permit  to  import  embryos 
will  also  serve  as  the  application  for  a 


permit  to  import  test  samples  for  those 
embryos;  se];)arate  applications  are  not 
required.  The  application  must  include 
the  following  information: 

(1)  The  name  and  address  of  the  ex- 
porter; 

(2)  The  name  and  address  of  the  im- 
porter; 

(3)  The  name  and  address  of  the  place 
where  the  donor  dam  will  be  bred  and 
where  the  embryo(s)  will  be  collected; 

(4)  The  species,  breed,  and  number  of 
embryos  to  be  imported; 

(5)  The  purpose  of  the  importation; 

(6)  The  port  of  embarkation; 

(7)  The  mode  of  transportation; 

(8)  The  route  of  travel; 

(9)  The  port  of  entry  in  the  United 
States; 

(10)  The  proposed  date  of  arrival  in 
the  United  States;  and 

(11)  The  name  and  address  of  the  per- 
son to  whom  the  embryos  will  be  deliv- 
ered in  the  United  States. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0040) 

[56  FR  55809,  Oct.  30.  1991.  as  amended  at  59 
FR  67616,  Dec.  30.  1994;  61  FR  15183.  Apr.  5. 
1996: 62  FR  66025,  Oot.  38. 1997] 

§98.14  Health  certificate. 

(a)  Ruminant  and  swine  embryos 
shall  not  be  imported  Into  the  United 

states  unless  they  are  accompanied  by 
a  certificate  issued  by  a  full-time  sala- 
ried veterinary  officer  of  the  national 
government  of  the  region  of  origin,  or 
issued  by  a  veterinarian  designated  or 
accredited  by  the  national  f^overnment 
of  the  region  of  origin  and  endorsed  by 
a  fnil-time  salaried  veterinary  officer 
of  the  national  government  of  the  re- 
gion of  origin,  representing  tliat  the 
veterinarian  issuing  the  certificate  was 
auttiorlzed  to  do  so. 

(b)  The  health  certificate  must  state: 

(1)  The  name  and  address  of  the  place 
where  the  embryos  were  colleoted; 

(2)  The  name  and  address  of  the 
vetrinarian  who  collected  the  embryos; 

(3)  The  date  of  embryo  collection; 

(4)  The  Identification  and  breed  of 
the  donor  dam  and  donor  sire; 

(5)  The  number  of  ampules  or  straws 
covered  by  the  health  certificate  and 
the  identification  number  or  code  on 
each  ampule  or  straw; 

(6)  The  dates,  types,  and  results  of  all 
examinations  and  tests  performed  on 
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the  donor  dam  and  donor  sire  as  a  con- 
dition for  importing  the  embrsros; 

(7)  The  dates  and  results  of  all  tests 
performed  on  unfertilized  eergs. 
nontransferrable  embryos,  and  embryo 
collection  and  wash  flaide; 

(8)  The  names  and  addresses  of  the 
consignor  and  consigrnee: 

(9)  That  the  embryos  are  being  im- 
ported into  the  United  States  In  ac- 
cordance with  subpart  B  of  9  OFR  part 
98. 

(cj  II  any  of  the  information  required 
by  paragraph  (b)  of  this  section  Is  pro- 
vided in  code,  deciphering  information 
must  be  attached  to  the  health  certifi- 
cate. 

(d)  The  health  certificate  accom- 
paoylng  sheep  or  groat  embryos  in- 
tended for  importation  from  any  part 
of  the  world  shall,  in  addition  to  the 
statements  required  by  paragraph  (b) 
of  this  section,  state  that: 

(1)  The  embryos'  sire  and  dam  have 
not  been  in  any  Hock  or  herd  nor  had 
contact  with  sheep  or  goats  which  have 
been  in  any  flock  or  herd  where  scrapie 
has  been  diag"nosed  or  suspected  during 
the  5  years  prior  to  the  date  of  collec- 
tion of  the  embryos; 

(2)  The  embryos*  sire  and  dam  ahowed 
no  evidence  of  scrapie  at  the  time  the 
embryos  were  collected: 

(3)  Scrapie  has  not  been  suspected 
nor  confirmed  In  any  progeny  of  the 
embryos'  donor  dam;  and 

(4)  The  parents  of  the  embryos'  sire 
and  dam  are  not,  nor  were  not,  affected 
with  scrapie. 

(e)  There  must  be  a  separate  health 
certificate  for  each  collection  of  em- 
bryos. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-O040) 

rS6  FR  S5809.  Oct.  30.  1901.  as  amended  at  61 

FR  15183.  Apr.  5.  1096:  61  FR  17242,  Apr.  19, 
1996;  62  FK  56025.  Oct.  28.  1997] 

§98.16  Health  requirements. 

Ruminant  and  swine  embryos  may  be 
imported  from  a  reg^ion  where  rinder- 
pest or  foot-and-mouth  disease  exists 
only  If  all  of  the  foUowingr  conditions 
are  met: 

(a)  The  donor  dam  is  (ietermined  to 
be  free  of  communicable  diseases  based 
on  tests,  and  examinations,  and  other 
requirements,  as  follows: 


(1)  During  the  year  before  embryo 
collection,  no  case  of  the  following  dis- 
eases occurred  in  the  embryo  collec- 
tion unit  or  in  any  herd  in  which  the 
donor  dam  was  present; 

(1)  Ruminant:  Bovine  sponflrlform 
encephalopathy,  contagious  bovine 
pleuropneumonia,  foot-and-mouth  dis- 
ease. Rift  Valley  fever,  rinderpest,  or 
vesioiilar  stomatitiB;  or 

(11)  Swine:  African  swine  fever,  foot- 
and-mouth  disease,  hog  cholera, 
pseudorabies.  rinderpest,  swine  vesic- 
ular disease,  or  vesicular'  stomatitis. 

(2)  During  the  year  before  embrsro 
collection,  no  case  of  the  following  dis- 
eases occurred  within  5  kilometers  of 
the  embryo  collection  unit  or  in  any 
herd  In  whi6h  the  donor  dam  was 
present: 

(i)  Ruminant:  Bovine  spongiform 
encephalopathy,  contagious  bovine 
pleuropneumonia,  foot-and-mouth  dis- 
ease. Rift  Valley  fever,  rinderpest,  or 
vesicular  stomatitis:  or 

(ii)  Swine:  African  swine  fever,  foot- 
and-mouth  disease,  hog  cholera, 
pseudorabies,  rinderpest,  swine  vesic- 
ular diseaso.  or  vesicular  stom.atitis. 

(3)  During  the  60  days  before  embryo 
collection,  the  donor  dam  did  not  re- 
ceive a  vaocination  for  either  rinder- 
pest or  foot-and-mouth  disease. 

(4)  During  the  60  days  before  the 
donor  dam  was  required  to  be  in  the 
embryo  collection  unit,  in  accordance 
with  § 98.17(a)  of  this  subpart,  the  donor 
dam  remained  in  the  same  herd,  and  no 
ruminants  or  swine  were  added  to  that 
herd. 

(5)  (i)  On  the  day  of  embryo  collec- 
tion, and  again  not  less  than  30  days 
nor  more  than  120  days  afterward,  one 
sample  of  at  least  10  ml  of  serum  was 
collected  from  the  donor  dam,  frozen, 
and  sent  to  the  Foreign  Animal  Disease 
Diagnostic  Laboratory  for  testing. 

(ii)  The  donor  dam  was  determined  to 
be  free  of  foot-and-mouth  disease  based 
upon  tests  of  the  pair  of  serum  sam- 
ples. In  addition,  if  any  of  the  following 
diseases  exist  in  the  region  of  origin, 
the  donor  dam  was  determined  to  be 
free  of  these  diseases  based  upon  addi- 
tional tests  of  the  serum  samples: 

(A)  Ruminant:  Contagious  bovine 
pleuropneumonia.  Rift  Valley  fever, 
rinderpest,  or  vesicular  stomatitis;  or 
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(B)  Swine:  African  swine  fever,  hog 
cholera,  pseudorabies.  rinderpest, 
swine  vesicular  disease,  or  vesicular 
stomatitis. 

(ill)  If  the  donor  dam  was  In  any  herd 
during  the  year  before  embryo  collec- 
tion that  was  not  certified  free  of  bru- 
cellosis by  the  national  government  of 
Idle  region  of  origin,  the  donor  dam  was 
determined  to  be  free  of  brucellosis 
based  on  tests  of  the  serum  samples. 

(iv)  The  only  official  test  results  will 
be  those  provided  by  the  Foreign  Ani- 
mal Disease  Diagnostic  Laboratory. 

(6)  If  the  donor  dam  was  in  any  herd 
during  the  year  before  embryo  collec- 
tion that  was  not  certified  free  of  tu- 
berculosis by  the  national  government 
of  the  region  of  origin,  the  donor  dam 
was  determined  to  be  free  of  tuber- 
cnlosis  by  an  official  veterinarian 
based  on  an  intradermal  tuberculin 
test.  The  test  must  have  been  adminis- 
tered to  the  donor  dam  by  an  official 
veterinarian  not  less  than  90  days  nor 
more  than  120  days  after  embryo  col- 
lection, and  not  less  than  60  days  after 
any  previously  administered 
intradermal  test  for  tnberoolosis. 

(7)  (i)  Not  less  than  30  days  nor  more 
than  120  days  after  embryo  collection, 
the  donor  dam  was  examined  by  an  of- 
ficial veterinarian  and  found  free  of 
oUnlcal  evidence  of  the  following  dis- 
eases: 

(A)  Ruminant:  Bovine  spongiform 
encephalopathy.  brucellosis,  con- 
tagious bovine  pleuropneumonia,  foot- 
and-mouth  disease.  Rift  Valley  fever, 
rinderpest,  tuberculosis,  and  vesicular 
stomatitis;  or 

(B)  Swine:  African  swine  fever,  bru- 
cellosis, foot-and-mouth  disease,  hog 
cholera.  pseudorabies.  rinderpest, 
swine  vesicular  disease,  tuberculosis, 
and  vesicular  stomatitis. 

fil)  All  signs  of  any  other  commu- 
nicable disease  must  be  listed  on  the 
health  certificate  that  accompanies 
the  embryos  to  the  United  States. 

(8)  (i)  Between  the  time  the  embryos 
were  collected  and  all  examinations 
and  tests  required  by  this  subpart  were 
completed,  no  animals  in  the  embryo 
collection  unit  with  the  donor  dam.  or 
in  the  donor  dam  s  herd  of  origin,  ex- 
hibited any  clinical  evidence  of: 

(A)  Ruminant:  Bovine  spongiform 
encephalopathy.      brucellosis,  con- 


tagious bovine  pleuropneumonia,  foot- 
and-mouth  disease,  Rift  Valley  fever, 
rinderpest,  tuberculosis,  and  vesicular 
stomatitis;  or 

(B)  Swine:  African  swine  fever,  bru- 
cellosis, foot-and-mouth  disease,  hog 
cholera.  pseudorabies.  rinderpest, 
swine  vesicuiai  disease,  tuberculosis, 
and  vesicular  stomatitis. 

(ii)  All  signs  of  any  other  commu- 
nicable disease  must  be  listed  on  the 
health  certificate  that  accompanies 
the  embryos  to  the  United  States. 

(b)  The  donor  dam  or  donor  sire  is  de- 
termined to  be  free  of  communicable 
diseases  based  on  other  testing  or  cer- 
tifications If  required  by  the  Adminis- 
trator. The  Administrator  may  require 
additional  testing  or  certifications  if 
he  or  she  determines  that  they  are  nec- 
essary to  determine  either  the  donor 
dam's  or  the  donor  sire*s  fireedom  from 
communicable  diseases.  Circumstances 
that  may  result  in  additional  testing 
or  certifications  include,  but  are  not 
limited  to: 

(1)  The  existence  of  communicable 
diseases  of  livestock,  other  than  those 
diseases  specifically  listed,  in  the  re- 
gion of  origin; 

(2)  A  high  prevalence  or  an  increase 
in  the  incidence  of  a  communicable  dis- 
ease in  the  region  of  origin; 

(3)  The  use  of  natural  breeding,  rath- 
er than  artificial  insemination  to  con- 
ceive the  embryos; 

(4)  The  use  of  fresh,  rather  than  fro- 
zen semen,  for  artificial  insemination; 
and 

(5)  The  use  of  semen  collected  at  a 
site  other  than  an  artificial  insemina- 
tion center  approved  by  the  national 
government  of  the  region  of  origin. 

(c)  Btobryos  produced  by  any  donor 
dam  or  sire  that  dies  before  being  ex- 
amined and  tested  as  required  under 
this  subpart  will  not  be  eligible  for  im- 
portation into  the  United  States. 

[56  FR  55809.  Oct.  30,  1991.  as  amended  at  61 
FR  15183,  Apr.  5.  1986;  62  FR  56025,  Oct.  28, 

19971 

S  98.16  The  embryo  coUecdom  unit. 

Ruminant  and  swine  embryos  may  be 
imported  into  the  United  States  from  a 
region  where  rinderpest  or  foot-and- 
mouth  disease  exists  only  if  they  were 
conceived,  collected,  processed,  and 
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stored  prior  to  importation  at  an  em- 
bryo collection  unit.  The  embryo  col- 
lection unit  may  be  located  on  the 
premises  where  the  donor  dam's  herd  of 
origin  is  kept,  or  at  any  other  location, 
provided  that  the  embryo  collection 
unit  has  been  inspected  and  approved 
by  an  APHIS  veterinar  ian  and  that  the 
following  requirements  are  met: 

(a)  Animal  holding  and  breeding 
area(s).  The  embryo  collection  unit 
must  have  an  area  or  areas  for  holding 
the  donor  dams  and  for  breeding  them 
(either  natural  breeding  or  artificial 
insemination). 

(b)  Embryo  collection  urea.  The  embryo 
collection  must  have  a  room  or  outdoor 
area  for  collection  of  embryos  that 
contains  a  device  or  devices  for  re- 
straining embryo  donors  during  em- 
bryo collection.  If  a  room,  the  floor, 
walls,  and  ceiling  must  be  impervious 
to  moisture  and  constructed  of  mate- 
rials that  can  withstand  repeated 
cleaning  and  disinfection.  If  an  outdoor 
area,  the  area  must  have  a  floor  t^t  is 
impervious  to  moisture  and  is  con- 
structed of  materials  that  can  with- 
stand repeated  cleaning  and  disinfec- 
tion. If  the  outdoor  area  al.so  has  walls 
or  a  roof,  the  walls  or  roof  also  must  be 
impervious  to  moisture  and  be  con- 
structed of  materials  that  can  with- 
stand repeated  cleaning  and  disinfec- 
tion. 

(c)  Embryo  processing  area.  The  em- 
bryo collection  unit  must  have  an  en- 
closed room,  which  may  be  mobile, 
that  is  used  unlj^  for  processing  em- 
bryos. The  walls,  floor,  and  ceiling  of 
the  room  must  be  impervious  to  mois- 
ture and  consteucted  of  materials  that 
can  withstand  repeated  cleaning  and 
disinfection.  The  room  must  contain  a 
work  surface  for  handling  the  embryos, 
such  as  a  table  or  countertop  that  is 
Impervious  to  moisture.  The  room  also 
must  contain  a  microscope  with  a  min- 
imum of  50x  magnification,  and  equip- 
ment for  freezing  the  embryos. 

(d)  Embryo  storage  area.  The  embryo 
collection  unit  must  have  one  lockable 
area  that  is  used  only  for  storing  tro- 
zen  embryos  intended  for  importation 
into  the  United  States. 

(e)  Area  for  cleaning  and  disinfecting  or 
ateriUzing  equipment.  The  embryo  col- 
lection unit  must  have  an  enclosed 
room  used  for  cleaning  and  disinfecting 


or  sterilising  equipment  used  for  artifi- 
cial insemination  or  ff)r  collection, 
processing,  or  storage  of  embryos.  The 
walls,  floor,  and  ceiling  of  the  room 
must  be  impervious  to  moisture  and 
constructed  of  materials  that  can  with- 
stand repeated  cleaning  and  disinfec- 
tion. 

[56  FR  55809,  Oct.  30,  1991,  as  amended  at  61 
FR  15184.  Apr.  5.  1906;  62  FR  M025.  Oct.  28. 
1987] 

§98.17  Froeedures. 

(a)  Housing  of  the  donor  dam.  (1)  Be- 
ginning at  least  24  hours  before  a  donor 
dam  is  bred  to  produce  embryos  for  im- 
portation to  the  United  States,  the 
donor  dam  must  be  housed  at  an  em- 
bryo collection  unit. 

(2)  The  donor  dam  must  remain  at 
the  embryo  collection  unit  until  the 
embryos  for  importation  into  the 
United  States  have  been  collected. 

(3)  After  collection  of  embryos,  the 
donor  dam  must  either  remain  at  the 
embryo  collection  unit  or  be  returned 
to  the  herd  of  origin  and  remain  there 
until  all  examinations  and  tests  re- 
quired by  this  subpart  have  been  com- 
pleted. 

(4)  During  the  time  the  donor  dam  is 
in  the  embryo  collection  unit,  in  ac- 
cordance with  paragraphs  (a)(1) 
through  (a)(3)  of  this  section,  no  ani- 
mals may  be  in  the  embryo  oolleotion 
unit  with  the  donor  dam  unless: 

(1)  They  meet  the  requirements  of 
§98.15  of  this  subpart  that  are  applica- 
ble to  the  donor  dam  at  that  time; 

(ii)  They  are  part  of  the  donor  dam's 
herd  of  origin:  or 

(ill)  They  are  serving  as  donor  sires 
for  the  production  of  embryos  to  be  im- 
ported into  the  United  States. 

(bi  Oversight  and  supervision .  (I)  All 
procedure.s  a.s.sociated  with  the  produc- 
tion of  embryos  for  importation  into 
the  United  States,  including  artdflcial 
insemination,  natural  breeding,  and 
cleaninc^  and  disinfection,  must  be  per- 
formed under  the  oversight  of  an 
APHIS  veterinarian.  Collecting  test 
.samples,  and  collecting,  processing, 
and  storing  embryos,  must  be  super- 
vised in  person  by  an  APHIS  veteri- 
narian. 

(2)  Officials  from  the  .\nimal  and 
Plant  Health  Inspection  Service  must 
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be  given  access  to  all  areas  of  the  em- 
bryo collection  unit  and  the  donor 
dam  s  herd  of  origin  during  the  time 
tile  donor  dam  is  hoased  tiiere.  In  ac- 
cordance with  paraerraphs  (a)(1) 
throug-h  (a)(3)  of  this  section. 

(c)  Personnel.  All  personnel  must  put 
on  clean  outer  garments.  Including  dis- 
infected boots,  and  must  scrub  their 
hands  with  soap  and  water  each  time 
they  enter  the  embryo  collection  unit 
and  before  entering  any  room  or  area 
listed  in  §98.16  of  this  subpart. 

(d)  Cleaning,  disin  fection,  and  steriliza- 
tion. (1)  All  equipment  that  comes  in 
contact  with  embryos  or  with  media 
used  for  their  collection  or  processing 
must  be  sterile.  Equipment  used  for 
embryos  from  one  donor  dam,  or  with 
associated  media,  may  not  be  used  for 
embryos  or  associated  media  from  any 
other  donor  dam  until  it  has  been  re- 
sterilized. 

(2)  All  equipment  that  comes  in  con- 
tact with  a  donor  dam*s  secretions  or 
excretions  must  be  sterile  and  may  not 
be  used  with  any  other  donor  dam  until 
it  has  been  resterilized. 

(3)  Containers  used  for  storing  em- 
bryos or  for  shipping  embryos  to  the 
United  States  must  be  examined  and 
found  free  of  any  organic  matter  and 
then  disinfected  before  the  ampules  or 
straws  are  placed  inside. 

(4)  The  floor,  ceiling,  and  walls  of  any 
room  or  outdoor  area  used  for  embryo 
collection,  and  the  restraining  de- 
vice(s)  used  for  this  procedure,  must  be 
cleaned  with  soap  and  water  and  dis- 
infected before  the  room  or  area  is  used 
to  collect  embryos  intended  for  impor- 
tation to  the  United  States,  and  at 
least  daily  while  in  use  for  this  pur- 
pose. 

(5)  The  room  and  work  surface  used 
for  processing  embryos  must  be  kept 
flree  of  insects,  rodents,  trash,  manure, 
and  other  animal  matter  and  must  be 
cleaned  with  soap  and  water  and  dis- 
infected before  tlie  room  is  used  for 
embryos  intended  for  importation  to 
the  United  States,  and  the  work  sur- 
face must  be  cleaned  and  disinfected  at 
least  daily  while  in  use  for  this  pur- 
pose. 

(6>  The  area  of  the  embryo  collection 
unit  used  to  store  embryos  intended  for 
importation  to  the  United  States  must 
be  kept  free  of  insects,  rodents,  trash. 
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manure,  and  other  animal  matter  and 
must  be  cleaned  with  soap  and  water 
and  disinfected  before  being  used  to 
store  the  embryos. 

(7)  The  room  used  for  cleaning  and 
disinfecting  or  sterilizing  equipment 
used  for  artificial  insemination  or  for 
collection,  processing,  or  storage  of 
embryos  must  be  kept  free  of  insects, 
rodents,  trash,  manure,  and  other  ani- 
mal matter  and  must  be  cleaned  with 
soap  and  water  and  disinfected  before 
being  u.sed  to  prepare  equipment  for  do- 
nors of  embryos  intended  for  importa- 
tion into  the  United  States,  and  at 
least  daily'  while  in  use  for  this  pur- 
pose. 

(e)  Media;  cryogenic  agent.  (1)  All 
media  containing  products  of  animal 
origin  and  used  for  embryo  collection 
and  processing  must  be  from  sources  in 
the  United  States  or  Canada. 

(2)  The  liquid  nitrogen  used  to  freeze 
embryos  may  not  have  been  used  pre- 
viously for  any  other  products  of  ani- 
mal origin. 

(f)  Collection  and  processing  of  embryos. 
(1)  If  embryos  are  collected  in  an  out- 
door area,  they  must  be  collected  by 
using  a  closed  collection  system  so 
that  the  embryos  are  not  exposed  to 
open  air  until  they  are  inside  the  em- 
bryo processing  room. 

(2)  Embryos  from  donors  that  do  not 
meet  the  requirements  of  §98.15  of  this 
subpart  that  are  applicable  at  the  time 
of  embryo  collection  may  not  be  In  the 
processing  room  at  the  same  time  as 
embryos  intended  for  importation  into 
the  United  States. 

(3)  Each  embryo  must  be  washed  at 
least  10  times.  Each  wash  must  be  ac- 
complished by  transferring  the  embryo 
into  an  aliquot  of  fresh  medium  that  is 
100  times  the  volume  of  the  embryo 
plus  any  fluid  transferred  from  the  pre- 
vious  wash.  No  more  than  10  embryos 
£iom  the  same  aush  may  be  washed  to- 
gether. A  stiBrile  micropipette  must  be 
used  for  each  transfer,  and  the  embryos 
must  be  well  agitated  throughout  the 
entire  volume  of  the  wash  before  the 
next  transfer.  Embryos  from  different 
donors  may  not  be  washed  together. 

(4")  After  the  last  wash,  each  embryo 
must  be  microscopically  examined  over 
its  entire  surface  at  not  less  than  50x 
magnification.  An  embryo  may  not  be 
imported  into  the  United  States  unless 
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its  zona  pellucida  is  found  to  be  intact 
and  free  from  any  adherent  material. 

(5)  Alter  washing'  and  examination  of 

the  zona  pellucida.  embryos  must  be 
individually  packaged  in  sterile  am- 
irales  or  straws  and  frozen  In  liquid  ni- 
trogen. The  donor  dam's  and  sire's 
identifications  and  breed,  the  date  of 
embryo  collection,  the  name  and  ad- 
dress of  the  place  where  the  embryos 
were  collected,  and  an  identification 
nnmher  for  the  straw  or  ampule  must 
be  recorded  with  indelible  markings  on 
each  ampule  or  straw.  If  any  of  this  in- 
formation is  provided  in  code,  deci- 
pheriner  information  must  be  attached 
to  the  health  certificate  for  the  em- 
bryos. 

(6)  The  Administrator  may  require 

additional  measures  to  be  taken  in 
processing  embryos  after  collection 
(for  example,  adding  trypsin  to  the 
washes)  If  he  or  she  determines  that 

such  measures  are  necessary  to  ensure 
the  embryos  freedom  Ironi  irifectious 
agents  that  may  cause  communicable 
diseases.  Clronmstanoes  that  may  re- 
salt  In  such  additional  measures  bein^ 
required  Include,  but  are  not  limited 
to: 

(1)  The  existence  of  communicable 

diseases  of  livestock,  other  than  those 
diseases  specifically  listed,  in  the  re- 
gion of  origin;  and 

(ii)  A  high  prevalence  or  an  increase 
in  the  incidence  of  a  communicable  dis^ 
ease  in  the  region  of  origin. 

(g)  Preparation  of  test  samples;  testa.  (1) 
All  nontransferrable  embryos  and 
unfertilized  egg-s  from  each  collection 
of  embryos  intended  for  importation 
into  the  United  States  must  be  pooled, 
frozen  in  liquid  nitrogen,  and  sent  to 
the  Foreigrn  Animal  Disease  Diagrnostic 
Laboratory  for  testing  under  the  per- 
sonal supervision  of  an  APHIS  veteri- 
narian. The  collection  and  last  two 
wash  fluids  from  the  collection  of  em- 
bryos must  be  frozen  and  sent  to  the 
Foreign  Animal  Disease  Diagnostic 
Laboratory  for  testing  under  the  per- 
sonal supervision  of  an  APHIS  veteri- 
narian. Samples  from  different  collec- 
tions may  not  be  mixed. 

(2)  All  samples  collected  in  accord- 
ance with  paragraph  Cg)(l)  of  this  sec- 
tion must  be  tested  and  found  negative 
for  viral  contamination.  The  wash 
fluids  lUso  must  be  found  negative  for 


bacterial  contamination.  The  only  offi- 
cial results  for  these  tests  will  be  those 
provided  by  the  Foreign  Animal  Dls^ 

ease  Dlasrnostic  Laboratory. 

Ch)  Storage  of  embryos.  (1)  Frozen  em- 
bryos to  be  Imported  into  the  United 

States  must  be  stored  in  a  locked  area 

or  must  remain  in  the  custody  of  an  of- 
ficial veterinarian  until  they  are  sealed 
In  accordance  with  paragraph  (h)(3)  of 

this  section  and  released  for  shipment 
to  the  United  States  in  accordance 
with  §98.18ca)  of  this  subpart;  except 
that,  the  embryos  may  be  moved  to  a 
U.S.  Department  Of  Agriculture-oper- 
ated animal  import  center  in  either 
New  York,  Hawaii,  or  Florida,  under 
seal  and  in  the  custody  of  that  Indi- 
vidual, and  remain  in  quarantine  there 
until  all  tests  and  examinations  re- 
quired by  this  subpart  have  been  com- 
pleted and  all  test  results  have  be«n 
provided  by  the  Foreign  Animal  Dis- 
ease Diatrnostic  Laboratory. 

(2)  Containers  in  which  embryos  will 
be  imported  into  the  United  States 
must  ho  sealed  by  an  official  veteri- 
narian with  the  official  seal  of  the  re- 
gion of  origin  or,  if  the  official  veteri- 
narian is  an  employee  of  the  Animal 
and  Plant  Health  Inspection  Service, 
with  an  official  seal  of  the  United 
States  Department  of  Agriculture.  The 
seal  number  must  be  recorded  on  the 
health  certificate  that  accompanies 
the  embryos  to  the  United  States. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0040) 

r56  PR  56809.  Oct.  30,  1991.  as  amended  at  81 
FR  15184.  Apr.  5.  1906:  82  PR  58096.  Oct.  98, 

1997] 

§98.18  Shipment  of  emhryos  to  tlw 

United  States. 

(a)  Release  from  the  embryo  collection 
unit.  Except  as  provided  in  §  98.17(h)(1) 
of  this  subpart,  embryos  may  not  be 

moved  from  the  embryo  collection  unit 
until  all  tests  and  examinations  re- 
quired by  this  subpart  have  been  com- 
pleted and  the  Import-Export  Animals 
Staff.  Veterinary  Services.  APHIS,  has 
received  written  notification  of  all  test 
results  from  the  Foreign  Animal  Dis- 
ease Diagnostic  Laboratory. 

(b)  Route .  The  sealed  shipping  con- 
tainers must  be  routed  directly  to  the 
U.S.  port  of  entry  designated  on  the 
import  permit. 
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(c)  Ports  of  entry.  The  embryos  may 

he  imported  into  the  United  States 
only  through  a  port  of  entry  listed  in 
§  93.203(a)  of  this  chapter. 

(d)  Date  of  arrival  in  the  United  States, 
Embryos  that  arrive  at  the  port  of 
entry  more  than  11  days  after  the  pro- 
posed date  01  arrival  stated  in  the  im- 
port permit  will  not  be  eligible  for  im- 
portation into  the  United  States. 

156  FR  55809,  Oct.  30.  1991.  OB  amended  at  82 
FR  56026.  Oct.  28. 1897] 

196.19  Arrival  ami  Inspeetkm  at  the 

port  of  entry. 

(a)  Upon  arrival  at  the  port  of  entry, 
the  importer  or  the  importer's  agent 
must  present  an  inspector  at  the  port 
with  the  original  health  certificate  and 
the  original  import  permit  for  the  em- 
bryos. 

G>)  The  shipping  container  and  all 
straws  or  ampules  containing  embryos 
must  be  made  available  to  an  inspector 
at  the  port  of  entry  for  inspection,  and 
may  not  be  removed  from  the  port  of 
entry  until  an  inspector  determines 
that  the  embryos  are  eligible  for  entry 
in  accordance  with  this  subpart  and  re- 
leases them. 

§  98.20    Embryos  refused  entr>'. 

If  any  embryos  are  determined  to  be 
ineligible  for  importation  into  the 
United  States  upon  arrival  at  the  port 

of  entry,  the  importer  must  remove  the 
embryos  from  the  United  States  within 
30  days,  or  the  embryos  will  be  de- 
stroyed. 

^  98.21  Embryos  from  sheep  in  regions 
other  than  Aiislralia»  Canada,  and 
New  Zealand. 

Except  for  embryos  from  sheep  in 
Australia,  Canada,  or  New  Zealand, 
embryos  from  sheep  may  only  be  im- 
ported into  the  United  States  if  they 
comply  with  all  applicable  provisions 
of  this  subpart  and  with  §  98.10a. 

(Approved  by  tbe  Office  of  Manajrement  aad 
Budget  mider  control  numbers  (IS79-(I040  and 
0679-0101) 

[61  FR  17242.  Apr.  19. 1996] 

Subpart  C— Certain  Animal  Semen 

Source:  66  FR  31558,  Aug.  2.  1990.  miless 
otherwise  noted. 


§98.80  Definitions. 

Whenever  in  this  subpart  of  the  fol- 
lowing terms  are  used,  unless  the  con- 
text otherwise  requires,  they  shall  be 
construed,  respectively,  to  mean: 

Administrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  other  employee  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service,  United  States  Depart- 
ment of  Agriculture,  to  whom  author- 
ity has  been  or  may  be  delegated  to  act 
in  the  Administrator's  stead. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  United  States 
Department  of  Agriculture  (APHIS  or 
Service.) 

Animals.  Cattle,  sheep,  goats,  other 
ruminants,  bwlne.  horses,  asses,  zebras, 
and  poultry. 

Cattle.  Animals  of  the  bovine  species. 

Communicable  disease.  Any  con- 
tagious, infectious,  or  communicable 
disease  of  domestic  llvestoolc,  poultry 
or  other  animals. 

Department.  The  United  States  De- 
partment of  Agriculture  (USDA). 
Flock.  A  herd. 

Herd.  All  animals  maintained  on  any 
single  premises;  and  all  animals  under 

common  ownership  or  supervision  on 
two  or  more  premises  which  are  geo- 
graphically seiiarated,  but  among 
which  there  is  an  interchange  or  move- 
ment of  animals. 

Horses.  Hopes,  asses,  mules,  and  ze- 
bras. 

Inspector.  An  employee  of  the  Animal 

and  Plant  Health  Inspection  Service 
authorized  to  perfonn  duties  required 
under  this  subpart. 

Port  veterinarian.  A  veterinarian  em- 
ployed by  the  Animal  and  Plant  Health 
Inspection  Service  to  perform  duties 
required  under  this  part  at  a  port  of 
entry. 

Poultry.  Chickens,  doves,  ducks, 
geese,  grouse,  guinea  fowl,  partridges, 
pea  fowl,  pheasants,  pigeons,  quail, 
swans,  and  turlseys  (including  eggs  for 
hatching). 

Region.  Any  defined  geographic  land 
area  identifiable  by  sreologrical.  polit- 
ical, or  surveyed  boundaries.  A  region 
may  consist  of  any  of  the  following: 

(1)  A  national  entity  (country); 
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(2)  Part  of  a  national  entity  (zone, 
county,  department,  municipality,  par- 
ish. Province,  State,  etc.) 

(8)  Parts  of  several  natioiial  entities 
combined  Into  an  area;  or 

(4)  A  erroup  of  national  entities  (conn* 
tries)  combined  into  a  single  area. 

Ruminants.  All  animals  which  chew 
the  cod,  sach  as  cattle.  Imttiihloes. 
aiheep,  goats,  deer,  antelopes,  camels, 
llamas  and  giraffes. 

Swine.  The  domestic  hog  and  all  vari- 
eties of  wild  hogs. 

United  States.  All  of  the  States  of  the 
United  States,  the  District  of  Colum- 
bia, Guam,  Northern  Mariana  Islands, 
Puerto  Rico,  the  Virgin  Islands  of  the 
United  States,  and  all  other  Territories 
and  Possesstons  of  the  United  States. 

[55  PR  31558.  Aug.  2.  1990.  Redesipmated  at  56 

FR  55809.  Oct.  30,  1991:  61  PR  17242.  Apr.  19 
1996;  62  FR  .56026.  Oct,  28.  1997;  65  FR  56777. 
Sept.  20.  2000] 

ft  98,31  Genml    prohibitions;  ezoep- 

tions. 

(a)  No  product  subject  to  the  provi- 
sions of  this  subpart  shall  be  brought 
into  the  United  States  except  in  ac- 
cordance with  the  regulations  in  this 
subpart  and  part  94  of  this  subchapter; 
nor  shall  any  such  product  be  handled 
or  moved  aiter  physical  entry  into  the 
United  States  before  final  release  from 
quarantine  or  any  other  form  of  gov- 
ernmental detention  except  in  compli- 
ance with  such  regulations;  Provided. 
That,  except  as  prohibited  by  section 
806  of  the  Act  of  June  17.  1930,  as 
amended  (19  U.S.C.  1306).  the  Adminis- 
trator may  upon  request  in  specific 
cases  permit  in^dncts  to  be  brought 
into  or  through  the  United  States 
under  such  conditions  as  he  or  she  may 
prescribe,  when  he  or  she  determines  in 
the  specific  case  that  such  action  will 
not  endanger  the  livestock  or  poultry 
of  the  United  States. 

(b)  Animal  semen  may  not  be  im- 
ported into  the  United  States  from  any 
region  other  than  the  region  in  which 
it  was  collected. 

[55  PR  81SS8.  Augr.  2.  1990.  Redesigmated  at  56 

FR  .55809,  Oct.  30.  1991.  and  amended  at  58  FR 
37643.  July  13.  1993;  59  FR  26586,  May  23,  1994; 
62  FR  56026,  Oct.  28.  1997] 


§98.32  Inspection  of  certain  aircraft 
and  other  means  of  conveyance  and 
shipping  contaiawps  thereon;  ua> 
loading,  cleaning^  smd  disiiiisetiiiii 

requirements. 

(a)  Inspection:  Ail  aircraft  and  other 
means  of  conveyance  (including  ship- 
ping containers  thereon)  moving  into 

the  United  States  from  any  foreigrn  re- 
gion are  subject  to  inspection  without 
a  warrant  by  properly  identified  and 
designated  inspectors  to  determine 
whether  they  are  carrying  any  animal, 
carcass,  product  or  article  regulated  or 
subject  to  disposal  under  any  law  or 
regnlation  administered  by  the  Sec- 
retary of  Agriculture  for  prevention  of 
the  introduction  or  dissemination  of 
any  communicable  animal  disease  (21 
U.S.0. 184d). 

(h)  I'nloading  requirements:  Whenever 
in  the  course  of  any  such  inspection  at 
any  port  in  the  United  States  the  in- 
spector has  reason  to  believe  that  the 
means  of  conveyance  or  container  is 
contaminated  with  material  of  animal 
(including  poultry)  origin,  such  as,  but 
not  limited  to,  meat,  organs,  glands, 
extracts,  secretions,  fat,  bones,  blood, 
lymph,  urine,  or  manure,  so  as  to 
present  a  danger  of  the  spread  of  any 
communicable  animal  disease,  the  in- 
spector may  require  the  unloading  of 
the  means  of  conveyance  and  the 
emptying  of  the  container  if  he  or  she 
deems  it  necessaar  to  enable  him  or 
her  to  determine  whether  the  means  of 
conve.vance  or  container  is  in  fact  so 
contaminated.  The  principal  operator 
of  the  means  of  conveyance  and  his  or 
her  agent  in  charge  of  the  means  of 
conveyance  shall  comply  with  any  such 
requirement  under  the  immediate  su- 
pervision of,  and  in  the  time  and  man- 
ner prescribed  by.  the  inspector. 

(c)  Cleaning  and  disinfection:  When- 
ever, upon  inspection  under  this  sec- 
tion, an  inspector  determines  that  a 
means  of  conveyance  or  shipping  con- 
tainer is  contaminated  with  material 
of  animal  origin  so  as  to  present  a  dan- 
ger of  the  spread  of  any  communicable 
animal  disease,  he  or  .she  shall  notify 
the  principal  operator  of  the  means  of 
conveyance  or  his  or  her  agent  in 
charge,  of  such  determination  and  the 
requirements  under  this  section.  The 
person  so  notified  shall  cause  the 
cleaning    and    disinfection    of  such 
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means  of  conveyance  and  container 
under  the  immediate  supervision  of, 
and  in  the  time  and  manner  prescribed 
by,  the  inspector. 

(d)  For  purposes  of  this  section,  the 
term  "shipping  container"  means  any 
container  of  a  type  specially  adapted 
for  use  in  transportinc  any  article  on. 
the  means  of  conveyance  involved. 

[55  FR  31558.  Aug.  2,  1990.  Redesignated  at  56 
FR  55809,  Oct.  30,  1991;  62  FR  56026,  Oct.  28, 
1907] 

998.83   Ports  designated  for  the  impor- 
tation  ot  oertani  — semeii* 

(a)  Air  and  ocean  ports.  The  following 
air  and  ocean  ports  are  designatcf!  as 
having  inspection  facilities  for  liie 
entry  of  animal  semen:  Los  Angeles. 
California;  Miami,  Florida;  and  New- 
burgh,  New  York 

(b)  Canadian  border  ports.  The  fol- 
lowing land  border  ports  are  designated 
as  having  inspection  facilities  for  the 
entry  of  animal  semen  from  Canada: 
Eastport,  Idaho;  Houlton  and  Jackman, 
Maine;  Detroit,  Port  Huron,  and  Sanlt 
Ste.  Marie,  Michigan;  Bandette,  Min- 
nesota; Opheim,  Raymond.  and 
Sweetgrass,  Montana;  Alexandria  Bay, 
Buffialo,  and  Ohamplaln,  New  Tork; 
Dunseith,  Pembina,  and  Portal,  North 
Dakota;  Derby  Line  and  Highgate 
Springs,  Vermont;  filaine,  Lynden, 
OrovlUe,  and  Swnas,  Washington. 

(c)  Mexican  border  ports.  The  fol- 
lowing land  border  ports  are  designated 
as  having  inspection  facilities  for  the 
entry  of  animal  semen  from  Mexico: 
Douglas,  Naco,  Nogales,  San  Luis,  and 
Sasabe,  Arizona:  Calexico  and  San 
Ysldro,  California;  Antelope  Wells.  Co- 
lumbns,  and  Santa  Teresa,  New  Mex- 
ico; Brownsville,  Del  Rio,  Eagle  Pass. 
El  Paso,  Hidalgo,  Iiaredo,  and  Presidio, 
Texas. 

(d)  Limited  ports.  The  following  lim- 
ited ports  are  designated  as  having  in- 
spection facilities  for  the  entry  of  ani- 
mal semen;  Anchorage  and  Fairbanks, 
Alaska;  San  Diego.  Oalifomia;  Jack- 
sonville, St.  Petersbui^-Clearwater, 
and  Tampa.  Florida;  Atlanta.  Georgia; 
Honolulu.  Hawaii;  Chicago,  Illinois; 
New  Orleans,  Louisiana;  Portland, 
Maine;  Baltimore.  Maryland;  Boston, 
Massachusetts:  International  Falls  and 
Minneapolis,  Minnesota;  Great  Falls, 
Montana;  Portland,  Oregon;  San  Juan, 


Puerto  Rico:  Memphis,  Tennessee;  Gal- 
veston and  Houston.  Texas;  Seattle, 
Spokane,  and  Taooma,  Washington. 

(e)  Designation  of  other  ports.  The  Sec- 
retary of  the  Treasury  has  approved 
the  designation  as  quarantine  stations 
of  the  ports  speeded  in  this  section.  In 
special  cases  other  ports  may  be  des- 
ignated as  quarantine  stations  under 
this  section  by  the  Administrator,  with 
the  concurrence  of  the  Secretary  of  the 
Treasury. 

[55  FR  31558,  Ang.  2.  1990.  Redesig-nated  at  56 
FR  55809.  Oct.  30.  1991,  and  amended  at  58  FR 
37643.  July  13.  1993;  60  FR  16045.  Mar.  29.  1995; 
60  FR  25120,  May  11.  1995;  64  FR  23179,  Apr.  30, 
1999;  66  FR  38178,  June  20, 2000] 

EFFEcrrv'E  Date  NOTEU  At  67  FR  68082.  Nov. 
8.  2002.  §  98.33(b)  was  amended  by  removing 
the  words  "Blaine,  Lsmden.  '  and  by  remov- 
iag  the  oomma  immediately  after  the  word 
**OroviUe",  eOBotive  Jan.  7. 2008. 

196.84  In^wt^jgeannits   for  poultry 

(a)  Application  for  permit;  reservation 
required.  (1)  For  poultry  semen  and  ani- 
mal semen.  Intended  for  Importation 
firom  any  part  of  the  world,  except  as 
otherwise  provided  for  in  §98.36.  the 
importer  shall  first  apply  for  and  ob- 
tain from  APHIS  an  import  permit. 
The  application  shall  specify  the  name 
and  address  of  the  Importer;  the  spe- 
cies, breed,  quantity  of  animal  semen 
to  be  imported;  the  purpose  of  the  im- 
portation; individual  animal  identifica- 
tion (except  poultry)  which  includes  a 
description  of  the  animal,  name,  age, 
markings,  if  any.  reg-istration  number, 
if  any,  and  tattoo  or  eartag;  the  region 
of  origin;  the  name  and  address  of  the 
exporter;  the  port  of  embarkation  in 
the  foreign  region;  the  mode  of  trans- 
portation, route  of  travel,  and  the  port 
of  entry  in  the  United  States;  the  pro- 
posed date  of  arrival  of  the  animal 
semen  to  be  imported;  and  the  name  of 
the  person  to  whom  the  animal  semen 
will  be  delivered  and  the  location  of 
the  place  in  the  United  States  to  which 
delivery  will  be  made  from  the  port  of 
entry.  Additional  information  may  be 
required  in  the  form  of  certificates 
concerning  speoifio  diseases  to  which 
the  animals  are  susceptible,  as  well  as 
vaccinations  or  other  precautionary 
treatments  to  which  the  animals  or 
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aninuil  semen  have  been  snbjected.  No- 
tice of  any  such  reciuirements  will  be 
given  to  the  applicant  m  each  case. 

(2)  An  application  lor  permit  to  im- 
port will  be  denied  for  semen  from 
ruminants  or  swine  from  any  r^fion 
where  it  has  been  declared,  under  sec- 
tion 306  of  the  Act  of  June  17,  1930,  that 
foot-and-mouth  disease  or  rinderpest 
has  been  determined  to  exist,  except  as 
provided  in  parafirraph  (c)  of  this  sec- 
tion. 

(8)  An  application  for  permit  to  im- 
port poultry  semen  or  animal  semen 
may  also  be  denied  because  of:  Commu- 
nicable disease  conditions  in  the  area 
or  region  of  origrln,  or  In  a  region 
through  which  the  shipment  has  been 
or  will  be  transported:  deficiencies  in 
the  regulatory  programs  for  the  con- 
trol or  eradication  of  animal  diseases 
and  the  unavailability  of  veterinary 
services  in  the  above  mentioned  re- 
gions; the  importer's  failure  to  provide 
satisfactory  evidence  conceming  the 
origin,  history,  and  health  status  of  the 
animals  or  animal  semen;  the  lack  of 
satisfactory  information  necessary  to 
determine  that  the  Importation  will 
not  be  likely  to  transmit  any  commu- 
nicable disease  to  livestock  or  poultry 
of  the  United  States;  or  any  other  cir- 
cumstances which  the  Administrator 
believes  require  such  denial  to  prevent 
the  dissemination  of  any  commu- 
nicable disease  of  livestock  or  poultry 
into  the  United  States. 

(b)  Permit.  When  a  permit  is  issued, 
the  original  and  two  copies  will  be  sent 
to  the  importer.  It  shall  be  the  respon- 
slbili^  of  the  importer  to  forward  the 
original  permit  and  one  copy  to  the 
shipper  in  the  region  of  origin,  and  it 
shall  also  be  the  responsibility  of  the 
importer  to  Insure  that  the  shipper 
presents  the  copy  of  the  permit  to  the 
carrier  and  makes  proper  arrangements 
for  the  origiual  permit  to  accompany 
the  shipment  to  the  specified  U.S.  port 
of  entry  for  presentation  to  the  col- 
lector of  customs.  Animal  semen  in- 
tended for  importation  into  the  United 
States  for  which  a  permit  has  been 
issued,  win  be  received  at  the  specified 
port  of  entry  within  the  time  pre- 
scribed in  the  permit  which  shall  not 
exceed  14  di^s  from  the  first  day  that 
the  permit  is  effective  for  all  permits. 
Poultry  semen  and  animal  semen  for 


which  a  permit  is  required  by  these 

refTulations  will  not  be  eligible  for 
entry  if  a  permit  has  not  been  issued;  if 
unaccompanied  by  such  a  permit;  if 
shipment  is  from  any  port  other  than 
the  one  designated  in  the  permit;  if  ar- 
rival in  the  United  States  is  at  any 
port  other  than  the  one  designated  in 
the  permit;  if  the  animal  semen  c^ered 
for  entry  differs  from  that  described  in 
the  permit;  or  if  the  animal  semen  is 
not  handled  as  outlined  in  the  applica- 
tion for  the  permit  and  as  specified  in 
the  permit  issued. 

(c)  Animal  semen  from  regions  where 
rinderpest  or  foot-and-mouth  disease  ex- 
ists. Importation  of  semen  of  ruminants 
or  swine,  originating  in  any  region  des- 
ignated in  paragraph  (a)  of  §94.1  of  this 
subchapter  as  a  region  where  rinder- 
pest or  foot-and-mouth  disease  is  deteav 
mined  to  exist,  is  prohibited,  except 
that  semen  from  ruminants  or  swine 
originating  in  such  a  region  may  be  of- 
fered for  entry  into  the  United  States 
at  the  port  of  New  York  and  later  re- 
leased from  such  port  provided  the  fol- 
lowing conditions  have  been  fulfilled: 

(1)  The  importer  has  applied  for  and 
obtained  an  import  permit  for  the 
semen  in  accordance  with  the  provi- 
sions of  this  section  and  related  re- 
quirements concerning  application 
therefor,  which  permit  is  in  effect  at 
the  time  of  importation,  and  has  depos- 
ited with  the  Department  prior  to  the 
issuance  of  the  permit  sufildent  frmds 
so  as  to  be  available  for  defraying  esti- 
mated expenses  to  be  incurred  In  con- 
nection with  the  proposed  semen  im- 
portation and  following  the  issuance  of 
the  permit  has  deposited  such  other 
amounts  as  may  be  required  from  time 
to  time  to  defray  unanticipated  costs 
or  increased  expenses.  Such  an  Import 
permit  may  be  denied  for  the  reasons 
specified  in  paragraph  (a)(3)  of  this  sec- 
tion. Furthermore,  an  import  permit 
will  be  revoked  unless  taw  fbllowlng 
conditions  have  been  complied  with: 

(i)  The  donor  animal  shall  have  been 
inspected  on  the  laim  of  origin  or  on 
another  premises  (the  inspection  may 
be  on  another  premises  only  if  a  veteri- 
narian of  the  Department  has  traced 
the  donor  animal  back  to  its  farm  of 
origin)  by  a  veterinarian  of  the  United 
States  Department  of  Agriculture  who. 
in  cooperation  with  the  veterinary 
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service  of  the  region  of  origin  of  the 
donor  animal,  shall  have  determined, 
insofar  as  possible,  that  the  donor  ani- 
mal was  never  infected  with  rinderpest 
or  foot^d-mouth  disease;  that  the 
donor  animal  was  never  on  a  farm  or 
Other  premise  where  rinderpest  or  foot- 
and-mouth  disease  then  existed;  that 
the  donor  animal  has  not  been  on  a 
premise  that  had  an  animal  that  was 
susceptible  to  the  virus  of  rinderpest  or 
footHuid-month  disease  and  that  was 
exposed  to  either  disease  during  the  12 
months  immediately  prior  to  the  date 
of  inspection  of  the  donor  animal;  that 
the  donor  animal,  if  a  ruminant,  has 
never  been  vaccinated  against  rinder- 
pest: that  the  donor  animal,  if  a  swine, 
has  never  been  vaccinated  against  rin- 
derpest or  foot-and-month  disease;  and 
that  the  donor  Anltwa^l  was  free  from 
evidence  of  other  communicable  dis- 
ease; 

(11)  The  donor  animal  shall  have  been 

permanently  Identified  in  a  manner 
satisfactory  to  a  veterinarian  of  this 
Department;  a  blood  sample  and  an 
oesophageal-pharyngeal  tissue  sample 
(O-P  sample)  from  such  a  donor  rumi- 
nant and  a  blood  sample  from  such  a 
donor  swine  for  tests  as  specified  in 
paragraph  (c)(l)(iv)  of  this  section  or 
other  tests  shall  have  been  collected  by 
a  veterinarian  of  the  United  States  De- 
partment of  Agriculture  and  trans- 
ported by  air  to  the  New  York  Port 
Veterinarian  for  delivery  to  the  For- 
eign Animal  Disease  Diagnostic  Lab- 
oratory, Greenport,  New  York,  in  con- 
tainers approved  by  a  veterinarian  of 
this  Department,  sealed  in  the  region 
of  origin  by  a  veterinarian  of  this  De- 
partment; and  pending  the  results  of 
the  tests,  the  donor  animal  shall  have 
been  kept  in  isolation  on  the  farm  of 
origin  or  other  acceptable  location 
under  the  supervision  of  a  veterinarian 
of  this  Department,  and  during  such 
isolation  period  no  animal  susceptible 
to  rinderpest  or  foot-and-mouth  disease 
shall  have  been  permitted  to  enter  such 
farm  or  location  and  no  other  source  of 
exposure  to  rinderpest  or  foot-and- 
mouth  disease  shall  have  been  present: 
fiii)  The  blood  .samples  from  the 
donor  animal  shall  have  been  negative 
to  the  tests  specified  in  paragraph 
(cKlXiv)  of  this  section  made  at  the 
Foreign  Animal  Disease  Diagnostic 


Laboratory.  Greenport.  New  York,  and 
to  any  other  test  for  rinderpest,  foot- 
and-mouth  disease  or  other  commu- 
nicable disease  prescribed  by  the  Ad- 
ministrator. 

(iv)  In  the  case  of  a  ruminant,  each 
blood  sample  collected  pursuant  to 
paragraph  (c)(lKli)  or  (vl)  of  this  sec- 
tion shall  have  been  testerl  for  foot- 
and-mouth  disease  using  the  virus  in- 
fection associated  (VIA)  test  and  each 
O-P  sample  collected  pursuant  to  para- 
graph (c)(l)(ii)  or  (iv)  of  this  section 
shall  have  been  tested  for  foot-and- 
mouth  disease  using  the  virus  isolation 
test.  In  the  case  of  a  swine,  each  blood 
sample  collected  pursuant  to  paragraph 
(c)(l)(ii)  or  (vi)  of  this  section  shall 
have  been  tested  for  foot-and-mouth 
disease  using  the  virus  Infection  associ- 
ated (\rrA)  test  and  the  virus  neutral- 
ization test."* 

(V)  Following  isolation,  preliminary 
veterinary  inspection,  and  testing 
while  the  donor  animal  was  on  the 
farm  of  origin  or  other  acceptable  loca- 
tion, the  donor  animal  shall  have  been 
transported,  under  such  conditions  as 
the  Department  veterinarian  pre- 
scribed to  prevent  exposure  of  the  ani- 
mal to  the  virus  of  rinderpest  or  foot- 
and-mouth  disease,  to  an  isolation 
cility  properly  equipped  for  the  nec- 
essary care  and  maintenance  of  the 
donor  animal  and  for  the  proper  collec- 
tion and  handling  of  semen,  approved 
by  a  veterinarian  of  this  Department 
and  under  the  direct  supervision  of 
such  veterinarian; 

(vi)  The  semen  of  the  donor  animal 
shall  have  been  collected  at  the  ap- 
proved isolation  facility  under  the  di- 
rect supervision  of  a  veterinarian  of 
this  Department  (any  number  of  collec- 
tions may  be  made);  such  veterinarian 
shall  take  a  0.5  ml  sample  of  semen 
from  each  semen  collection;  and  all 
handling  prbcedures.  such  as  examina- 
tion, dilution,  refrigeration,  and  prepa- 
ration of  the  semen  for  shipment,  shall 
have  been  under  the  direct  supenrision 
of  a  veterin^an  of  this  Department. 


*The  test  prooedores  for  the  virus  infection 
associated  (VIA)  test,  the  viros  Isolation 

test,  and  the  virus  neutralization  test  are 
available  from  the  Chief.  Foreign  Animal 
Disease  Diagnostic  Laboratory,  National 
Veterinary  Services  LaV)oratorles,  P.O.  BOX 
848.  Greenport.  NY  11944. 
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In  the  case  of  a  ruminant,  a  blood  sam- 
ple and  an  O-P  sample  shall  have  been 
taken  from  the  donor  animal  by  a  vet- 
erinarian of  the  Department  within  7 
days  after  the  final  somen  collection, 
and  between  21  t  o  28  days  after  the  tak- 
ing of  these  samples  another  blood 
sample  shall  have  been  taken  fix>m  the 
donor  animal  by  a  veterinarian  of  the 
Department.  In  the  case  of  a  swine,  a 
blood  sample  shall  have  been  taken 
from  the  donor  animal  by  a  veteri- 
narian of  the  Department  within  7  days 
after  the  final  semen  collection,  and 
between  21  to  28  days  after  the  taking 
of  the  sample,  another  blood  sample 
shall  have  been  taken  from  the  donor 
animal  by  a  veterinarian  of  the  Depart- 
ment. 

(2)  The  semen  collected  at  the  ap- 
proved isolation  facility  shall  have 
been  at  all  times,  except  during  air 
transportation  to  New  York,  in  the 
custody  of  a  veterinarian  of  this  De- 
partment. 

(3)  The  semen  for  which  an  import 
I)ermit  has  been  issued  shall  have  been 
transported  by  air  to  the  port  of  New 
York  in  liquid  nitrogren  containers  ap- 
proved by  a  veterinarian  of  this  De- 
partment; sealed  in  the  region  of  origin 
by  a  veterinarian  of  this  Department; 
and  accompanied  by  a  statement  by 
such  veterinarian  showing  the  identi- 
fication of  the  donor  animal  and  the 
dates  the  semen  was  collected,  along 
with  a  certificate  regarding  the  health 
status  of  the  donor  animal  as  of  the 
date  of  shipment  of  the  semen  to  the 
port  of  New  York.  All  semen  received 
at  the  port  of  New  York  shall  be  held 
under  quarantine  in  liquid  nitrogen 
storage  at  such  port  in  the  custody  of 
APHIS  until  released  or  otherwise  dis- 
posed of  as  provided  in  this  section. 

(4)  The  donor  animal  shall  have  been 
retained  at  the  approved  isolation  fa- 
cility in  the  region  where  the  semen 
was  collected  until  all  of  the  applicable 
samples  referred  to  in  paragraph 
(c)(l)(vi)  of  this  section  have  been  col- 
lected by  a  veterinarian  of  the  Depart- 
ment for  tests  as  specified  in  paragraph 
(c)(l)(iv)  of  this  section  at  the  Foreign 
Animal  Disease  Diagnostic  Laboratory, 
Oreenport,  New  York,  and  any  other 
tests  as  required  by  the  Administrator. 

(5)  The  semen  sample  from  each  col- 
lection shall  have  consisted  of  unproc- 


essed semen  without  any  added  sub- 
stances, and  shall  have  been  tested  at 
the  Foreign  Animal  Disease  Diagnostic 
Laboratory.  Greenport.  New  York. 
Such  tests  shall  have  been  performed 
by  injecting  the  semen  samples  Into 
test  animals  which  are  susceptible  to 
rinderpest  or  foot-and-mouth  disease. 
The  semen  collected  at  the  approved 
isolation  facility,  other  than  the  semen 
samples,  may  be  held  in  the  region  of 
origin  or  at  the  port  of  New  York,  at 
the  option  of  the  Importer,  until  all  of 
the  testing  required  to  be  conducted 
under  this  section  is  completed. 

(6)  li  it  is  determined  that  the  re- 
quirements set  forth  In  this  paragraph 
have  been  complied  with  and  there  are 
no  indications  that  the  donor  animal 
or  the  semen  from  the  donor  animal 
harbors  the  vims  of  rinderpest  or  foot- 
and-mouth  disease  or  any  other  com- 
municable disease  and  if  the  donor  ani- 
mal, blood  samples  from  the  donor  ani- 
mal, O-P  samples  (if  applicable)  from 
the  donor  animal,  and  semen  samples 
from  the  donor  animal  are  negative  to 
all  other  tests  required,  the  semen 
shall  be  released  for  shipment  to  the 
consignee  listed  by  the  importer;  oth- 
erwise the  semen  shall  be  destroyed  or 
disposed  of  as  the  Administrator,  may 
direct. 

(7)  Porcine  semen  from  the  People's  Jto- 

public  of  China.  In  addition  to  the  other 
requirements  of  this  part,  porcine 
semen  may  be  im];K>rted  into  the 
United  States  from  the  People's  Repub- 
lic of  China  (FRO)  only  after  the  offi- 
cial veterinary  organization  (OVO)  of 
the  PRC  has  certified  tliat  the  PRC  is 
free  of  African  swine  fever,  rinderpest, 
and  TesollOII*8  disease,  and  after  the 
following  conditions  have  been  ful- 
filled: 

(i)  The  donor  boars  must  pass  a  60- 
day  Isolation/collection  period  in  a  fa- 
cility jointly  approved  by  the  OVO  of 
the  PRC  and  the  USDA  as  adequate  to 
prevent  exposure  of  the  donor  boara  to 
infectious  diseases.  Any  other  swine  at 
the  isolation  facility,  such  as  teaser 
animals,  must  also  meet  the  require- 
ments of  this  paragraph.  No  animals 
may  be  added  to  the  group  after  the 
start  of  the  60-day  isolation/collection 
period.  The  Department  will  permit 
collection  of  semen  to  be  Initiated  at 
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the  beginning  of  the  isolation  collec- 
tion period.  The  facility  shall  be 
cleaned  and  disinfected  with  a  4  pei^ 
cent  sodium  carbonate  solution  used  in 
accordance  with  applicable  label  in- 
structions in  the  presence  of  OVO  quar- 
antine personnel  prior  to  the  start  of 
the  Isolation.  During  the  isolation'col- 
lectlon  period,  personnel  handling  the 
animals  shall  not  have  contact  with 
Other  domestic  farm  livestock  (this 
term  does  not  include  pets  such  as  dogs 
and  cats).  Raw  animal  food  wastes 
(garbag^e)  shall  not  be  fed  to  the  donor 
boars  while  in  isolation.  At  the  start  of 
the  isolation/collection  period,  and 
again  after  14  days  of  isolation,  all  ani- 
mals offered  for  collection  of  semen 
must  be  giyen  an  intramuscular  injec- 
tion of  dihydrostreptomycin  at  a  rate 
of  25  mg/kg  dosage  as  a  precautionary 
treatment  for  leptospirosis.  Feed  and 
bedding  used  during  the  isolation/col- 
lection  period  shall  not  originate  from 
areas  infected  with  epizootic  diseases 
and  must  meet  veterinary  hygienic  re- 
quirements establidied  by  the  OVO  of 
the  PRC  concerning  freedom  of  the  feed 
and  bedding  from  contamination  that 
could  transmit  diseases.  During  the 
isolation/collection  period  the  swine  at 
the  collection  center  shall  not  have  di- 
rect contact  with,  or  exposure  to.  any 
other  animals  not  included  in  the 
group  at  the  isolation  facility.  Expo- 
sure consists  of  contact  with  yards, 
pens,  or  other  facilities  or  vehicles  that 
have  been  in  contact  with  animals  and 
have  not  been  cleaned  and  disinfected. 

(ii)  Donor  boars  shall  be  selected 
frf)m  premises  which  are  solely  .swine 
breeding  operations.  These  premises 
must  be  located  at  the  center  of  an 
area  with  a  16  km  radius  that  was  free 
of  foot-and-mouth  disease  (FMD), 
swine  vesicular  disease  (SVD).  and  hog 
cholera  for  three  years  prior  to  semen 
colleoldon.  Donor  boars  shall  not  have 
been  vaccinated  against  these  diseases. 
There  shall  have  been  no  cases  of  these 
diseases  on  these  premises  for  five 
years  prior  to  the  collection  of  semen. 
There  shall  have  been  no  animal  intro- 
duced into  these  premises  from  farms 
affected  with  these  diseases  for  three 
years  prior  to  the  collection  of  semen. 
There  .shall  have  been  no  evidence  of 
brucellosis,  tuberculosis,  or 

pseudorabies  on  these  premises  or  on 


premises  adjacent  to  these  premises  for 
one  year  prior  to  the  collection  of 
semen. 

(iii)  During  the  60-day  isolation'col- 
lection  period,  the  boars  offered  for 
collection  of  semen  shall  be  subjected 
to  the  following  tests,^  in  lieu  of  the 
tests  required  by  paragraphs  (c)(l>fiv) 
and  (.vi)  of  this  section.  If  test  samples 
from  any  donor  boars  are  lost,  dam- 
aged, or  destroyed  prior  to  testing,  or 
if  test  results  are  inconclusive,  the 
donor  boars  involved  shall  be  subjected 
to  retestlng: 

(A)  Foot-and-mouth  disease: 

(7)  Microliter  virus  neutralization 
(VN)  test  for  types.  A,  O.  C.  and  Asia. 
(The  PRO  will  test  for  types  A  and  O, 
and  the  United  States  will  ti  si  for 
types  C  and  Asia  at  the  USDA  Foreign 
Animal  Disease  Diagnostic  Laboratory 
(PADDL)). 

(2)  Agar  gel  immunodiffusion  (AGID) 
test  using  virus  infection  associated 
antigen  (VIAA)  in  serum.  (Animals 
having  responses  to  the  AOID  test  or 
reacting  to  the  VN  test  at  1:10  dilution 
or  greater  shall  be  eliminated  as  semen 
donors,  and  all  other  swine  in  contact 
with  them  shall  be  retested  within  SO 
days.  If  the  whole  group  does  not  have 
the  above  responses  and  there  is  no 
clinical  evidence  of  FMD,  the  group 
shall  be  eligible  for  collection  of  semen 
with  respect  to  FMD.  Otherwise,  none 
of  the  group  shall  qualify  as  donors  of 
semen  for  export.) 

(B)  Bracellosls:  Standard  tube  test 
(STT)  at  less  than  30  lU  ml.  and  card 
test  (antigen  and  protocol  to  be  sup- 
plied by  USDA). 

(O)  Swine  vesicular  disease:  Vims 
neutralization  test  at  1:40  dilution  (se- 
rums to  be  tested  at  FADDLk 

(D)  Hog  cholera:  Fluorescent  anti- 
body neutralization  (FAN)  test  at  1:16 
dilution. 

(E)  Japanese  B  encephalitis: 
Hemagglutination  inhibition  (HI)  test, 
negative  accordintr  to  PRO  Standards. 

(F)  Pseudorabies:  Vims  neutraiizar 
tion  at  1:4  dilution. 

(G)  Tuberculosis:  Intradermal  test 
luADg  bovine  PPD  tuberculin  (Positive 


2  Technical  information  on  laboratory 
methods  and  procedures  for  these  tests  may 
be  obtained  from  the  Administrator,  c  o  Di- 
rector, National  Veterinary  Services  Liabora- 
tories.  P.O.  Box  844.  Ames.  lA  50010. 
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animals  will  be  neoropsied.  If  there  are 

lesions  of  TB  in  the  test  positive  pigs, 
the  whole  group  will  be  ineligible  as 
semen  donors.  If  no  lesions  are  found, 
the  rest  of  the  pigs  will  be  eligible  as 
semen  donors  with  respect  to  tnber- 
culosis. 

All  samples  of  the  above  tests,  except 
as  noted  for  FMD,  SVD,  and  TB,  will  be 
snbmitted  to  laboratories  designated 
by  the  OVO  of  the  PRC.  At  least  21 
days  after  the  final  collection  of  semen 
for  exportation,  the  donor  animals  will 
be  retested  for  the  diseases  listed 
above,  with  the  exception  of  tuber- 
culosis and  Japanese  encephalitis.  In 
addition*  aliqnots  of  each  ejaculate  of 
semen  collected  shall  be  submitted  to 
FADDL  for  pathogen  isolation  tests  for 
FMD,  brucellosis,  swine  vesicular  dis- 
ease, hog  cholera,  Japanese  encepha- 
litis, and  pseodorabies. 

(iv)  The  semen  will  not  be  eliirible  for 
release  in  the  United  States  until  all 
tests  in  paragraph  (c)(7)(ili)  of  this  sec- 
tion have  been  completed  with  nega^ 
tive  results. 

(V)  Each  semen  straw  or  ampule  for 
export  most  be  identified  with  the 
name  or  identification  number  of  the 
donor  boar  and  with  the  date  of  collec- 
tion. A  USD  A  veterinarian  shall  certify 
that  he  or  she  has  snpenrlsed  the  col- 
lection and  processing  of  the  semen 
and  its  storage  until  the  time  it  is 
shipped  to  the  United  States.  Each 
shipment  will  be  accompanied  by  a 
USDA  veterinarian  unless  the  semen  is 
shipped  directly  to  the  port  of  New 
York,  with  no  stops  en  route.  Shipment 
to  the  United  States  will  be  in  accord- 
ance with  the  terms  of  a  USDA  Import 
permit.  Semen  Imported  in  accordance 
with  this  section  shall  be  released  by 
USDA  to  the  importer  only  after  all  re- 
quirements of  this  section  have  been 
met. 

[55  FR  31558.  Aug:.  2.  1990.  Redesignated  at  56 
FR  55809,  Oct.  30,  1991.  and  amended  at  58  FR 
87644,  July  18, 11N»:  69  FR  26596.  May  28,  1994; 
62  FR  56028,  Oct.  28. 1997] 

1 901^  Declaration,  health  certificate, 
and  other  docnmewts  for  animal 

semen. 

(a)  The  certificates,  declarations,  and 
affidavits  required  by  the  regulations 

in  this  subpart  shall  be  presented  by 
the  importer  or  his  or  her  agent  to  the 


collector  of  customs  at  the  port  of 

entry,  upon  arrival  of  animal  semen  at 
such  port,  for  the  use  of  the  veterinary 
inspector  at  the  port  of  entry. 

(b)  For  all  animal  semen  offered  for 
importation,  the  importer  or  his  or  her 
Agent  shall  first  present  two  copies  of  a 
declaration  which  shall  list  the  port  of 
entry,  the  name  and  address  of  the  im- 
porter.  the  name  and  address  of  the 
broker,  the  origin  of  the  animal  semen, 
the  number,  breed,  species,  and  purpose 
of  the  importation,  the  name  of  the 
person  to  whom  the  animal  semen  will 
be  delivered,  and  the  location  of  the 
place  to  which  such  delivery  will  be 
made. 

(c)  All  animal  semen  Intended  for  im- 
portation into  the  United  States  shall 
be  accompanied  by  a  health  certificate 
issued  by  a  full-time  salaried  veteri- 
nary officer  of  the  national  grovem- 
ment  of  the  reg-ion  of  origin,  or  issued 
by  a  veterinarian  designated  or  accred- 
ited by  the  national  government  of  the 
region  of  origin  and  endorsed  by  a  fUl- 
time  salaried  veterinary  officer  of  the 
national  government  of  the  region  of 
orlgrin,  representing  that  the  veteri- 
narian issuing  the  certificate  was  an- 
thorized  to  do  so. 

(d)  The  health  certificate  must  state: 

(1)  The  name  and  address  of  the  place 
where  the  semen  was  collected; 

(2)  The  name  and  address  of  the  vet- 
erinarian who  supervised  the  collection 
of  the  semen; 

(3)  The  date  of  semen  collection; 

(4)  The  identification  and  breed  of 
the  donor  animal; 

(5)  The  number  of  ampules  or  straws 
covered  by  the  health  certificate  and 
the  identification  number  or  code  on 
each  ampule  or  straw; 

(6)  The  dates,  types,  and  results  of  all 
examinations  and  tests  performed  on 
the  donor  animal  as  a  ccmdition  for  im- 
porting the  semen: 

(7)  The  seal  number  on  the  shipping 
container; 

(8)  The  names  and  addresses  of  the 
consignor  and  consignee;  and 

(9)  That  the  semen  is  being  imported 
into  the  United  States  in  accordance 
with  subpart  C  of  9  CFR  part  98. 

(e)  The  certificate  accompanying 
sheep  or  goat  semen  intended  for  im- 
portation from  any  part  of  the  world 
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shall.  In  addition  to  the  statements  re- 
quired by  para^^raph  (d)  of  tills  section, 
state  that: 

(1)  The  semen  donor  has  not  been  in 
any  flock  or  herd  nor  had  contact  with 
sheep  or  ?oats  which  have  been  in  any 
nock  or  herd  where  scrapie  has  been  di- 
agnosed or  suspected  during  the  5  years 
prior  to  the  date  of  collection  of  the 
semen; 

(2)  The  semen  donor  showed  no  evi- 
dence of  scrapie  at  the  time  the  semen 
was  collected;  and 

(3)  The  parents  of  the  semen  donor 
are  not.  nor  were  not,  affected  with 
scrapie. 

(f)  All  shipping  containers  carrying 
animal  semen  feat  importation  into  the 
United  States  must  be  sealed  with  an 
official  seal  of  the  national  veterinary 
service  of  the  region  of  origin.  The 
health  certificate  m^ist  show  the  seal 
number  on  the  shipping"  container.  The 
semen  must  remain  in  the  sealed  con- 
tainer until  arrival  in  the  United 


If  the  product  is  .  .  . 


(1)  Equine  semen 


(2)  Sheep  or  goat  semen  .... 


(3)  Animal  semen  other 
than  equine,  sheep,  or 
goat  semen. 


(b)  Importation  requirements  for  animal 
semen  other  than  equine,  sheep,  of  goat 
semen  from  Canada, 


.states  and,  at  tho  T'^.S  port  of  entry, 
an  inspector  determines  that  either: 

(1)  The  seal  numbers  on  the  health 
certificate  and  shipping  container 
match;  or 

(2)  The  seal  numbers  on  the  health 
certificate  and  shipping  container  do 
not  match,  hitt  an  APHIS  representa- 
tive at  the  port  of  entry  is  satisfied 
that  the  shipping-  container  contains 
the  semen  described  on  the  health  cer- 
tificate, import  permit,  declaration, 
and  any  other  accompansrlng  docu- 
ments. 

f  Approved  by  the  Office  of  Manairpnient  and 
Budget  untiei'  control  number  0579  OOlO) 

[55  FR  31558,  Aug.  2,  1990.  Redesignated  at  56 
FR  56800,  Oct.  90,  1991,  as  amended  at  58  FR 

37644.  July  13.  1993:  Gl  FR  15184.  Apr.  5.  1996; 
61  FR  17242.  Apr.  19.  1996;  62  FR  56026.  Oct.  28. 
1997: 65  FR  56777.  Sept.  90,  3000] 

§  96,36   Animal  semen  firom  Canada. 

(a)  General  importation  requirements 
for  animal  semen  from  Canada. 


Then.  .  . 


There  are  no  importation  requirements  under  this 
part. 


The  importer  or  his  ag^ent.  in  accordance  wlUl 

§§98.34  and  98.35  of  this  part,  must  present: 
(1)  An  import  permit; 
(ii)  Two  copies  of  a  declaration;  and 
(lii)  A  health  certificate. 


See  paragraph  (b)  of  this  section. 
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If  the  prod- 
uct is  of- 
fered for 

entry  at  a 

■   •  ■ 

And .  .  . 

Or .  .  . 

Then  .  .  . 

(1)  Canadian 
land  border 

port  listed 
ins  yo. 00(  D  ) 

of  this  part. 

The  donor  animal 
was  bom  In  Can- 
ada or  the  United 
ouates  anQ  nas 
never  been  in  a  re- 
gion other  than 
Canada  or  the 
United  States. 

The  donor  animal 
was  legally  im- 
ported into  Can- 
aua.  leieabeci  to 
move  freely  in 
Canada,  and  has 
been  released  in 
Canada  for  no  less 
than  60  days. 

The  importer  or  his 
agent,  in  aoeorO- 
ance  with  §98.35  Of 
Lnis  part,  xnuSL 
present: 

(i)  Two  copies  of  a 
declaration;  and 

(11)  A  health  certifl- 
cate. 

(2)  Canadian 
land  border 
port  listed 
in  |9e.88(b) 
of  tills  part. 

(8)  Port  not 
listed  in 
§98.33(b>  of 
this  part. 

The  donor  animal 
does  not  meet  the 
special  conditions 
listed  above  In 
paragrraph  (b)(1)  of 
this  table. 

The  importer  or  his 
a^ent.  in  accord- 
ance with  §§98.34 
and  98.85  of  this 

part,  must 
present : 

(i)  An  import  per- 
mit; 

(11)  Two  copies  of  a 
declaration;  and 

(iii)  A  health  certifi- 
cate. 

The  importer  or  his 
agent,  in  accord- 
ance with  §§98.34 
and  98.85  of  this 

part,  must 
present: 
ri.li  ixiipuiw por* 
mit; 

(ii)  Two  copies  of  a 
declaration;  and 

(iii)  A  health  certifi- 
cate. 

[66  FR  56778.  Sept.  20.  2000] 

§96*87   Sctaen  from  sheep  in  regions 
other  than  Australia,  Canada,  and 

New  Zealand. 

(a)  Elxcept  for  semen  from  sheep  in 
Australia,  Canada,  or  New  Zealand, 
semen  from  sheep  may  only  be  im- 
ported into  the  United  States  if  it  com- 
plies with  all  applicable  provisions  of 
this  subpart  and  one  of  the  following 
conditions: 

(1)  The  semen  is  transferred  to  fe- 
males in  a  flock  in  the  United  States 
that  participates  in  the  Voluntary 
Scrapie  Flock  Certification  Program 


(see  9  CFR  part  54.  subpart  B)  and 
qualifies  as  a  "Certified"  flock;  or 

(2)  The  semen  is  transferred  to  fe- 
males in  a  flock  in  the  United  Stfttes 
that  participates  in  the  Voluntaapy 
Scrapie  Flock  Certification  Program 
(see  9  CFR  part  54,  subpart  B),  and  the 
flock  owner  has  agreed,  in  writing,  to 
maintain  the  flock,  and  all  first  gen* 
eration  pro,?eny  resulting  from  semen 
imported  in  accordance  with  this  sec- 
tion, in  compliance  with  all  require- 
ments of  the  Voluntary  Scrapie  Flock 
Certification  Program  until  the  flock, 
including  all  first  generation  progeny 
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resulting  from  semen  imported  in  ac- 
cordance with  tliis  section,  qualifies  as 
a  **Oertifled**  flock. 

(b)  Sheep  semen  may  be  imported 
under  paragraph  (a)  of  this  section  oiily 
if  the  importer  provides  the  Voluntary 
Scrapie  Flock  Certifloatloii  Program 
identification  number  of  the  receiving 
flock  as  part  of  the  application  for  an 
import  permit. 

(c)  Sheep  semen  may  be  imported 
under  paragraph  laKl)  of  this  section 
only  if  it  comes  from  a  donor  animal  in 
a  flock  in  the  region  of  origin  that  par- 
ticipates In  a  pirogram  determined  by 
the  Administrator  to  be  equivalent  to 
the  Voluntary  Scrapie  Flock  Certifi- 
cation Program,  and  the  flock  has  been 
determined  by  the  Administrator  to  be 
at  a  level  equivalent  to  "Certified"  in 
the  Voluntary  Scrapie  Flock  Certiil- 
cation  Program. 

(d)  Sheep  semen  may  be  Imported 
nnder  paragraph  (a)(2)  of  this  section 
only  if  it  is  transferred  to  animals  in  a 
Certifiable  Class  C  flock  participating 
in  the  Voluntary  Scrapie  Flock  Certifl- 
oatloii Program:  except,  that  if  the 
semen  comes  from  a  donor  animal 
whose  flock  in  the  region  of  origin  par- 
ticipates in  a  program  determined  by 
the  Administrator  to  be  equivalent  to 
the  Voluntary  Scrapie  Flock  Certifi- 
cation Program,  then  the  semen  may 
be  need  in  a  flock  in  the  United  States 
which  would  be  classified  at  a  level 
equivalent  to  or  lower  (i.e..  at  greater 
risk)  than  the  certification  level,  as  de- 
termined by  the  Administrator,  of  the 
flook  of  the  donor  animal. 

(e)  The  flock  to  which  the  sheep 
semen  is  transferred  pursuant  to  para- 
graph (a)(2)  of  this  section  must  be 
monitored  for  scrapie  disease  until  the 
flock,  and  all  first  generation  progeny- 
resulting  from  the  semen  imported  in 
accordance  with  this  section,  qualifies 
as  a  ^'Certified"  flook. 

(f)  Except  for  sheep  semen  being 
placed  in  Certifiable  Class  C  flocks,  the 
certificate  accompanying  the  sheep 
semen  Imported  nnder  paragraph  (a)  of 
this  section  must  contain  the  following 
statement:  "The  semen  identified  on 
this  certificate  has  been  collected  from 
a  sire  that  has  been  monitored  by  a  sal- 
aried veterinary  officer  of  [name  of  re- 
gion of  origin],  for  [number  of  months],  in 
the  same  source  flock  which  had  been 


determined  by  the  Administrator, 
APHIS,  prior  to  the  exportation  of  the 
semen  to  Uie  United  States,  to  be 
equivalent  to  [certification  level]  of  the 
Voluntary  Scrapie  Flock  Certification 
Program  authorized  under  9  CFR  part 
54,  subpart  B.** 

(1)  The  Administrator  will  determine, 
based  upon  information  supplied  by  the 
importer,  whether  the  donor  animal's 
flock  participates  in  a  program  in  Uie 
region  of  origin  that  is  equivalent  to 
the  Voluntary  Scrapie  Flock  Certifi- 
cation Program,  and  if  so,  at  what 
level  the  source  flock  would  be  classi- 
fied. 

(2)  In  order  for  the  Administrator  to 
make  a  determination,  the  importer 
must  supply  the  following  information 
with  the  application  for  an  import  per- 
mit, no  less  than  1  month  prior  to  the 
anticipated  date  of  importation: 

(i)  The  name,  title,  and  address  of  a 
knowledgeable  official  in  the  veteri- 
nary services  of  the  region  of  origin; 

(ii)  The  details  of  scrapie  control  pro- 
grams in  the  region  of  origin,  including 
information  on  disease  surveillance 
and  border  control  activities  and  the 
length  of  time  these  activities  have 
been  in  effect; 

(iii)  Any  available  information  con- 
cerning additions,  within  the  5  years 
immediately  preceding  collection  of 
the  semen,  to  the  flock  of  the  semen 
donor; 

(iv)  Any  available  data  concerning 
disease  incidence,  within  the  5  years 

immediately  preceding  collection  of 
the  semen  in  the  donor  aninial's  flock, 
includmg,  but  not  limited  to,  tiie  re- 
sults of  diagnostic  tests,  especially 
histopathology  tests,  conducted  on  any 
animals  in  the  flock: 

(v)  Information  concerning  the 
health,  within  the  5  years  immediately 
proeoding  collection  of  the  semen.  Of 
other  ruminants,  flocks,  and  herds 
with  which  the  donor  animal  and  the 
donor  anlmal*s  flock  might  have  had 
physical  contact,  and  a  description  of 
the  type  and  frequency  of  the  physical 
contact;  and 

(vi)  Any  other  information  requested 
by  the  Administrator  in  specific  cases 
as  needed  to  make  a  determination. 

(g)  All  first  generation  progeny  re- 
sulting from  semen  imported  under 
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this  section  are  sabject  to  the  require- 
ments of  9  CFR  part  54  and  all  other 
applicable  regulations. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0579-0040  and 
0679-0101) 

[61  FR  17242.  Apr.  19.  1996.  as  amended  at  62 
FR  56028,  Oct.  28.  1907;  84  FR  28179.  April  80. 

1999J 

PAI?T  99— RULES  OF  PRACTICE 
GOVERNING  PROCEEDINGS 
UNDER  CERTAIN  ACTS 

Subpart  Ap-GMmOi 

Sec. 

99. 1  Scope  and  appUcabiUty  of  roles  of  prac- 
tice. 

99.10  Stipolatloitt. 

authority:  21  U.S.C.  103-106.  lU.  118.  Ute, 

117.  120.  122.  134b.  134c.  134e.  IStf,  185.  and 

135a;  7  CFR  2.22.  2.80.  and  371.4. 

source:  48  FR  30095.  June  30,  1983.  unless 
Otherwise  noted.  RedeiEdgnated  at  62  FR  29602, 
Aug.  10. 1967. 

Subpart  A— General 

S89.1   Scope  and  iqiplicability  of  rules 

of  practice. 

The  Uniform  Rules  of  Practice  for 
the  Department  of  Agriculture  promul- 

g-ated  in  subpart  H  of  part  1.  subtitle  A, 
title  7,  Code  of  Federal  Regulations, 
are  the  Rules  of  Practice  applicable  to 
adjudicatory.  administrative  pro- 
ceedings under  the  following  statutory 
provisions: 

Act  of  May  28,  1884,  commonly  known  as  the 
Animal  Indastry  Act.  section  7.  as  amend- 
ed (21  U.S.C.  117), 

Act  of  August  30,  1890.  section  6,  as  amended 
(21  U.B.C.  lOi). 


Act  of  Febmary  2,  1908.  oonunonly  known  as 

the  Cattle  Contagrlous  Diseasps  Act  of  1908. 
section  3,  as  amended  (21  U.S.C.  122). 
Aot  of  July  S,  1082,  section  6(a),  as  amended 

(21  U.S.C.  134e). 
Act  of  May  6,  1970,  section  2,  as  amended  (21 
U.S.C.  185a). 

In  addition,  the  Supplemental  Rules  of 
Practice  set  forth  in  subpart  B  of  this 
part  shall  be  applloable  to  sooh  pro- 
ceedings. 

Subpart  B— Supplemental  Rules  af 
Practice 

$99.10  Sttpnlatioiis. 

(a)  At  any  time  prior  to  the  issuance 
of  a  complaint  seeking  a  civil  penalty 
under  any  of  the  Acts  listed  in  f  90.1, 
the  Administrator,  in  his  discretion, 
may  enter  into  a  stipulation  with  any 
person  in  which: 

(1)  The  Administrator  or  the  Admin- 
istrator's delegate  gives  notice  of  an 
apparent  violation  of  the  applicable 
Act.  or  the  regulations  Issued  there- 
under, by  such  person  and  affords  such 
person  an  opportimity  for  a  hearing  re- 
garding the  matter  as  provided  by  each 
Act; 

(2)  Snoh  person  expressly  waives 
hearing  and  agrees  to  pay  a  specified 

penalty  within  a  deslgrnated  time;  and 

(3)  The  Administrator  agrees  to  ac- 
cept the  penalty  in  settlement  of  the 
partlcnl«r  matter  involved  if  the  pen- 
alty is  paid  within  the  designated  time. 

(b)  If  the  penalty  is  not  paid  within 
the  time  designated  in  such  a  stipula- 
tion, the  amount  of  the  stipulated  pra- 
alty  shall  not  be  relevant  in  any  re- 
spect to  the  penalty  which  may  be  as- 
sessed after  issuance  of  a  complaint. 

[48  FR  30095.  June  30,  1983.  Redesignated  and 
amended  at  58  FR  29602,  Aug.  10, 19871 
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SUBCHAPTER  E— VIRUSES.  SERUMS,  TOXINS,  AND 
ANALOGOUS  PRODUCTS;  ORGANISMS  AND  VECTORS 


PART  101— DEFINITIONS 

Sec. 

101.1  Applicability. 

101.2  Administrative  terminology. 

101.3  Biolo^^ical  products  and  related  terms. 

101.4  Liabeling  terminology. 

101.5  Tettdnsr  terminology. 

101.6  Cell  cultures. 

101.7  Seed  orjranisms. 

authority:  21  U.S.C.  151-159;  7  CFR  2.22, 
2.80.  and  871.4. 

Sourcb:  88  FR  8426,  Apr.  2. 1973.  onlees  oth- 
erwise noted. 

fiiOia  AppUcaMIKy. 

When  used  in  parts  101  through  117  of 
this  subchapter,  the  meaning  of  the 
words  and  phrases  listed  shall  be  as  de- 
fined in  this  part. 

flOl^  AdninlsteKtive  tenniiiologsr. 

The  followingr  administrative  words 
and  plirases  shall  mean: 

Adjacent  herd.  Adjacent  herds  are 
herds  pliyi^cally  contiguous  to  the  herd 
of  origrin;  there  are  no  herds  between 
an  adjacent  herd  and  the  herd  of  origin. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  anthorised  to 
act  for  the  Administrator. 

Animal  and  Plant  Health.  Inspection 
^rvice.  The  agency  In  the  Department 
of  Agriculture  responsible  for  admin- 
istering: the  Virus-Serum-Toxin  Act. 

Biological  products.  The  term  biologi- 
cal products,  also  referred  to  in  Uiis 
subchapter  as  biologies,  biologricals,  or 
products,  shall  mean  all  viruses,  se- 
rums, toxins  (excluding  substances 
that  are  selectively  toxic  to  microorga- 
nisms, e,g.,  antitiiotlcs),  or  analogous 
products  at  any  stage  of  production, 
shipment,  distribution,  or  sale,  which 
are  Intended  for  use  in  the  treatment 
of  animals  and  which  act  primarily 
throug"h  the  direct  stimulation,  sup- 
plementation, enhancement,  or  modu- 
lation of  the  immune  system  or  im- 
mune response.  The  term  "biological 
products"  includes  but  is  not  limited 
to  vaccines,  bacterins,  allergens,  anti- 
bodies,        antitoxins,  toxoids. 


immunosiimuiants,  certain  cytokines, 
antigenic  or  immunizinpr  components 
of  live  organisms,  and  diagnostic  com- 
ponents, that  are  of  natural  or  syn- 
Idietic  origin,  or  that  are  derived  from 
synthesizing  or  altering  various  sub- 
stances or  components  of  substances 
such  as  microorganisms,  genes  or  ge- 
netic sequences,  carbohydrates,  pro- 
teins,  antigens,  allergens,  or  anti- 
bodies. 

(1)  A  product's  intended  use  shall  be 
determined  through  an  objective  stand- 
ard and  not  a  subjective  one,  and  would 
be  dependent  on  factors  such  as  rep- 
resentations, claims  (either  oral  or 
written),  packaging,  labeling,  or  ap- 
pearance. 

(2)  The  term  aruUogous  jfroducts  shall 

include: 

(i)  Substances,  at  any  stage  of  pro- 
duction .    shipment,    distribution,  or 

sale,  which  are  intended  for  use  in  the 
treatment  of  animals  and  which  are 
similar  in  function  to  biological  prod- 
ucts in  that  they  act,  or  are  intended 
to  act.  through  the  stimulation,  sup- 
plementation, enhancement,  or  modu- 
lation of  the  immune  system  or  im- 
mune response;  or 

(ii)  Substances,  at  any  stage  of  pi-o- 
duction,  shipment,  distribution,  or 
sale,  which  are  intended  for  use  in  the 
treatment  of  animals  through  the  de- 
tection or  measurement  of  antigens, 
antibodies,  nucleic  acids,  or  immunity; 
or 

(Hi)  Substances,  at  any  stage  of  pro- 
duction,   shipment,   distribution,  or 

sale,  which  resemble  or  are  represented 
as  biological  products  intended  for  use 
in  the  treatment  of  animals  through 

appearance.  packagingr.  labeling, 
claims  (either  oral  or  written),  rep- 
resentations, or  through  any  other 
means. 

(3)  The  term  treatment  shall  mean  the 

prevention,  diagnosis,  management,  or 
cure  of  diseases  of  animals. 

Department.  The  U.S.  Department  of 
Agriculture. 

Distributor.  A  person  who  sells,  dis- 
tributes, or  otherwise  places  in  chan- 
nels of  trade,  one  or  more  biological 
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productB  be  does  not  produce  or  im- 
port. 

Division.  A  marketing  unit  estab- 
lished by  the  licensee  which  may  be 
named  on  labels,  adverttoements  and 

promotional  material  in  addition  to 
the  name  and  address  of  the  producer. 

Domestic  animals.  All  animals,  other 
than  man.  Including  poultry. 

Establishment.  One  or  more  premises 
designated  on  the  establishment  li- 
cense. 

GuideKnes.  Guidelines  establidi  prin- 

ciples  or  practices  related  to  test  pro- 
cedures, manufacturing  practices, 
product  standards,  scientific  protocols, 
labeling,  and  other  technical  or  policy 
considerations.  Guidelines  contain  pro- 
cedures or  standards  of  general  applica- 
bility that  are  usually  not  regulatory 
in  nature,  but  that  are  related  to  mat- 
ters that  fall  under  the  Virus-Serum- 
Toxin  Act.  Guidelines  issued  by  the 
agency  include  Veterinary  Biologies 
Licensinff  Oonaideratiotts.  Memoranda, 
Notices,  and  Supplemental  Assay 
Methods. 

Herd.  Any  group  of  animals,  in<dud- 
tog  birds,  fish,  and  reptiles,  maintained 

at  a  common  location  (e.g.  lot.  farm  or 
ranch)  for  any  purpose.  The  herd  (or 
flock)  includes  all  animals  subse- 
quently housed  at  the  common  looap- 
tlon.  If  the  principal  animals  of  a  group 
are  moved  to  a  different  location,  the 
group  is  still  considered  the  same  herd. 

Herd  of  origin.  The  herd  Drom  which 
the  microorganism  used  as  seed  for 
production  of  an  autogenous  biologic  is 
isolated.  Offspring  and  excess  breeding 
stock  (not  the  principal  animals) 
moved  or  sold  from  one  group  of  ani- 
mals to  another  have  changed  herds 
and  are  no  longer  considered  part  of 
the  herd  they  originated  from.  Groups 
of  animals  under  the  same  ownership 
but  at  different  locations  are  separate 
herds. 

Inspection.  An  examination  made  by 

an  inspector  to  determine  the  fitness  of 
animals,  establishments,  facilities,  and 
procedures  used  in  connection  with  the 
preparation,  testing,  and  distribution 
of  biological  products  and  the  examina- 
tion or  testing  of  biological  products. 

Inspector.  Any  officer  or  employee  of 
Animal  and  Plant  Health  Inspection 
Service  who  IS  authorized  by  the  Ad- 
ministrator to  do  inspection  work. 


lAcemed  eetabUshment.  An  establish- 
ment operated  by  a  person  holding  an 
unexpired,  unsuspended.  and  unrevoked 
U.S.  Veterinary  Biologies  Establish- 
ment Ideense. 

Licensee.  A  person  to  whom  an  estab- 
lishment license  and  at  least  one  prod- 
uct license  has  been  issued. 

AHcroorganitnu.  Bficroscopic  or  sub- 
microscopic  organisms,  which  are 
sometimes  referred  to  as  organisms, 
which  may  introduce  or  disseminate 
disease  of  animals. 

Nonadjacent  herd.  Nonadjacent  herds 
are  all  herds  other  than  the  herd  of  ori- 
gin and  other  than  herds  adjacent  to 
the  herd  of  origin.  Herds  adjacent  to 
the  herd  of  origin  but  in  a  dlffierent 
State  from  the  herd  of  origin  are  alSO 
considered  nonadjacent  herds. 

Permiflee.  A  person  who  resides  in  the 
United  States  or  operates  a  business 
establishment  within  the  United 
States,  to  whom  a  permit  to  import  bi- 
ological products  has  been  issued. 

Person.  Any  individual,  firm,  partner- 
ship, corporation,  company,  associa- 
tion, educational  institution.  State  or 
local  governmental  agency,  or  otlier 
omranizod  group  of  any  of  the  fore- 
going, or  any  agent,  of£loer,  or  em- 
ployee of  any  thereof. 

Premises.  All  buildings,  appur- 
tenances, and  equipment  u.sed  to 
produce  and  stoi'e  biological  products 
located  within  a  particular  land  ai'ea 
shown  on  building  plans  or  drawings 
furnished  by  the  applicant  or  the  li- 
censee and  designated  by  an  address 
adequate  for  identification. 

Prepare  or  preparation.  Sometimes  re- 
ferred  to  as  manufacture  or  produce, 
means  the  steps  and  procedures  used  In 
the  processing,  testing,  packaging,  la- 
beling, and  storing  of  a  biological  prod- 
uct. 

Regulations  The  provisions  in  parts 
101  througii  118  of  this  subchapter. 

Research  investigator  or  research  spon-^ 
sor.  A  person  who  has  requested  au- 
thorization to  ship  an  experimental  bi- 
ological product  lor  the  purpose  of 
evaluating  su<di  product,  or  has  been 
granted  such  authorization. 

Secretary.  The  Secretary  of  Agri- 
culture of  the  United  States  or  any  of- 
ficer or  employee  of  the  Department  to 
whom  authority  has  heretofore  been 
delegated,  or  to  whom  authority  may 
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hereafter  be  delegated,  to  act  in  his 

stead. 

Subsidiary.  A  corporation  in  which  a 
corporate  licemiee  owns  in  excess  of  50 

percent  of  the  voting  stock. 

Veterinary  Services.  Veterinary  Serv- 
ices unit  of  Animal  and  Plant  Health 
Inspection  Service  of  the  Department. 

Virus-Serum-Toxin  Act.  The  Act  of 
March  4.  1913.  37  Stat.  832-833:  as 
amended  December  23,  1985,  Public  Law 
99-198,  99  Stat.  1654-1666;  and  as  further 
amended  September  28,  1968,  Public 
Law  10<M48,  102  Stat.  1888;  21  U.S.C. 
161-159. 

U.S.  Veterinary  Biological  Product  Li' 
cense.  A  document,  sometimes  referred 
to  as  a  product  license,  which  is  issued 
pursuant  to  part  102  of  this  subchapter 
to  the  holder  of  an  establishment  li- 
cense, as  a  part  of  and  ancillary  to  the 
establishment  license,  and  which  au- 
thorizes production  of  a  specified  bio- 
logical product  in  the  desigrnated  li- 
censed establishment. 

US.  Veterinary  Biological  Product  Per- 
mit. A  document,  sometimes  referred  to 
as  a  permit,  issued  to  a  person  author- 
izing the  importation  of  specified  bio- 
logical products  subject  to  restrictions 
and  controls  as  provided  in  the  regula- 
tions. 

U.S.  Veterinary  Biologies  Establishment 
License.  A  document  referred  to  as  an 
estaUishment  license,  which  Is  issued 
pursuant  to  part  102  of  this  subchapter, 
authorizing-  the  use  of  designated  prem- 
ises for  production  of  biological  prod- 
ucts specified  in  one  or  more  unex- 
pired, unsuspended,  and  imrevoked 
product  licensees). 

(38  FR  8426.  Apr.  2.  1973:  38  FR  9221,  Apr.  12, 
1973,  as  amended  at  40  FR  46093,  Oct.  6.  1975; 
41  FR  44368,  Oct.  8,  1978;  49  FR  22624.  BAay  31. 
1904:  52  FR  30131.  Aug.  13.  1987:  56  PR  66782. 
86783,  Dec.  26.  1991;  57  FR  38756.  Aug.  27.  1992; 
82  FR  81328.  Jane  9,  1997;  64  FR  49044.  Auff.  9. 
1999] 

S  lOljl^  JMological  products  and  related 

When  used  in  conjunction  with  or  in 
reference  to  a  biological  product,  the 
following  terms  shall  mean: 

(a)  Licensed  biological  product.  A  bio- 
logical product  prepared  within  a  li- 
censed establishment  by  a  person  hold- 
ing an  unexpired,  unsuspended,  and 


unrevoked  product  license  for  such 

product. 

(b)  Experimental  biological  product.  A 
biological  product  which  is  being  eval- 
uated to  substantiate  an  application 
for  a  product  license  or  permit. 

(c)  Completed  product.  A  biological 
product  in  bulk  or  final  container  pro- 
duced in  compliance  with  the  r^ula- 
tions  to  final  form  and  composition. 

(d)  Finished  product.  A  completed 
product  which  has  been  bottled,  sealed, 
packaged,  and  labeled  as  required  by 
the  regulations. 

(e)  Released  product.  A  finished  prod- 
uct released  for  marketing  after  all  re- 
quirements have  been  satisfactorily 
complied  with. 

(f)  Fraction.  A  specific  antigen,  its 
antibodies,  or  its  antitoxin  which  con- 
sldtutes  a  component  of  a  biological 
product. 

(g)  Diluent.  A  liquid  used  to  re- 
hydrate  a  desiccated  product  or  a  liq- 
uid used  to  dilute  another  substance. 

(h)  Serial.  The  total  quantity  of  com- 
pleted product  which  has  been  thor- 
oughly mixed  in  a  single  container  and 
identified  by  a  serial  number:  Provided, 
That,  when  all  or  part  of  a  serial  of  liq- 
uid biological  product  is  packaged  as 
diluent  for  all  or  part  of  a  serial  of  des- 
iccated product,  the  resulting  combina- 
tion packages  shall  be  considered  a  se- 
rial of  the  multiple  fraction  product. 

(i)  Suhserial.  Each  of  two  or  more 
properly  identified  portions  of  a  serial 
which  are  further  processed  at  different 
times  or  under  different  conditions 
such  as.  but  not  limited  to.  being  des- 
iccated in  different  size  final  con- 
tainers and/or  at  different  times. 

(j)  OuUine  of  production.  A  detailed 
protocol  of  methods  of  manufacture  to 
be  followed  in  the  preparation  of  a  bio- 
logical product  and  which  may  some- 
times be  referred  to  as  an  outline. 

(k)  Product  Code  Number.  A  number 
assigned  by  Animal  and  Plant  Health 
Inspection  Service  to  each  type  of  li- 
censed biological  product. 

(1)  Harvest  date.  Unless  otherwise 
specified  in  a  filed  Outline  of  Produc- 
tion, the  hai'vest  date  shall  be  the  date 
blood  or  tissues  are  collected  for  pro- 
duction or  the  data  cultures  of  living 
microorganisms  are  removed  tcom  pro- 
duction incubators. 
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(m)  Bacterin.  An  inactivated  bacterial 
product  consisting  of  an  antigenic  sus- 
pen-^i  II  of  organisms  or  particulate 

parts  ol  org^anisms.  representinpr  a 
whole  culture  or  a  concentrate  thereof, 
with  or  without  the  unevaluated 
growth  products,  which  has  been  inac- 
tivated as  demonstrated  by  acceptable 
tests  written  into  the  filed  Outline  of 
Production  for  the  product. 

(n)  Toxoid.  An  inactivated  bacterial 
product  which  consists  of  a  sterile,  an- 
tigenic toxin  or  toxic  growth  product, 
which  has  resulted  from  the  growth  of 
bacterial  organisms  in  a  culture  me- 
dium from  which  the  bacterial  cells 
have  been  removed,  which  has  been  in- 
activated without  appreciable  loss  of 
antigenicity  as  measured  by  suitable 
tests,  and  which  is  nontoxic  as  dem- 
onstrated by  acceptable  tests  written 
into  the  filed  Outline  of  Production. 

<o)  Bacterin-toxoid.  An  inactivated 
bacterial  product  which  is  either: 

fl)  A  suspension  of  organisms,  rep- 
resenting a  whole  culture  or  a  con- 
centrate thereof,  with  the  toxic  growth 
products  from  the  culture  which  has 
been  inactivated  without  appreciable 
loss  of  antigenicity  as  measured  by 
suitable  tests,  the  inactivation  of  orga- 
nisms and  toxins  being  demonstrated 
by  acceptable  tests  written  into  the 
filed  Outline  of  Production:  Provided, 
That  it  shall  contain  cellular  antigens 
and  shall  stimulate  the  development  of 
antitoxin;  or 

(2)  A  combination  product  in  which 
one  or  more  toxoids  or  bacterin-toxoids 
is  combined  with  one  or  more  bacterins 
or  one  or  more  bacterin-toxoids. 

(p)  Bacterial  extract.  An  inactivated 
bacterial  product  which  consists  of  the 
sterile,  nontoxic,  antigenic  derivatives 
extracted  from  bacterial  oraranisms  or 
from  culture  medium  in  which  bac- 
terial organisms  have  grown. 

[38  FR  8426,  Apr.  2,  1973,  as  amended  at  42  FR 
8S770,  Dec.  20,  1977;  SO  FR  24903,  June  14,  1985: 
56  FR  68782,  Dec.  26, 1901;  60  FR  14354,  Mar.  17, 

1995] 

§  101^4  Labding  taeaabuihtgy. 

Terms  pertaining  to  identification 
and  packaging  of  biological  products 
shall  mean: 

(a)  Label.  All  written,  graphic,  or 
printed  matter: 


(1)  Upon  or  attached  to  a  final  con- 
tainer of  a  biological  product; 

(2)  Appearing  upon  any  immediate 

carton  or  box  used  to  package  such 

final  container;  and 

(3)  Appearing  on  any  accompanjrlng 
enclosures  Geaflets,  inserts,  or  circu- 
lars) on  which  required  information  or 
directions  as  to  the  use  of  the  biologi- 
cal product  shall  be  found. 

(b)  Labeling.  All  labels  and  other 
written,  printed,  or  graphic  matter  ac- 
companying the  final  container. 

(o  Firuil  container.  The  unit,  bottle, 
vial,  ampule.  tul)e.  or  other  receptacle 
into  which  any  biological  product  is 
filled  for  distribution  and  sale. 

(d)  True  name.  The  name  entered  on 
the  product  license  or  permit  at  the 
time  of  issuance  to  differentiate  the  bi- 
ological product  from  others:  Provided, 
That,  the  inrincipal  part  of  such  name 
shall  be  emphasized  on  such  license  or 
permit  by  beinsr  more  prominently  let- 
tered than  descriptive  terms  which 
may  be  necessary  to  complete  the  dif- 
ferentiation. 

(e)  Serial  number.  Numbers  or  num- 
bers and  letters  used  to  identify  and 
distinguish  one  serial  from  others. 

(f)  Expiration  date.  A  date  designating 
the  end  of  the  period  during  which  a  bi- 
ological product,  when  properly  stored 
and  handled,  can  be  expected  with  rea- 
sonable certainty,  to  be  efficacious. 

(g)  Label  number.  A  number  assigned 
by  Animal  and  Plant  Health  Inspection 
Service  to  each  label  or  sketch  sub- 
mitted for  review. 

(h)  Master  label.  The  finished  carton, 
container,  or  enclosure  label  for  the 
smallest  size  final  container  that  is  au- 
thorized for  a  biological  product,  that 
serves  as  the  Master  template  label  ap- 
plicable to  aU  other  size  containm  or 
cartons  of  the  same  product  that  is 
marketed  by  a  licensee,  subsidiary,  di- 
vision, or  distributor. 

[38  FR  8426.  Apr.  2.  1973.  as  amended  at  42  FR 
63770,  Dec.  20.  1977;  56  FR  66782.  Dec.  26,  1991; 
61  FR  29464.  June  11, 1906] 

§  101.5   Testing  terminolog>\ 

Terms  used  when  evaluating  biologi- 
cal products  shall  mean: 
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(a)  Standard  Requirement.  Test  meth- 
ods, procedures,  and  criteria  estab- 
Uahed  by  Animal  and  Plant  Health  In- 
spection Service  for  evaluating  biologi- 
cal products  to  be  pure.  safe,  potent, 
and  efficacious,  and  not  to  be  worth- 
less, contaminated,  dangerous,  or 
liarmfbl  under  the  Act. 

(b)  Log.  Logarithm  oompated  to  the 
base  10. 

(c)  Pure  or  purity.  Quality  of  a  bio- 
logical product  prepared  to  a  final  form 
relatively  free  of  eztraneous  micro-or- 
ganisms and  extraneous  material  (or- 
ganic or  inorg-anic)  as  determined  by 
test  methods  or  procedures  established 
by  Animal  and  Plant  Health  Inspection 
Service  in  Standard  Requirements  or 
in  the  approved  Outline  of  Production 
for  such  product,  but  free  of  extraneous 
microorganisms  or  material  which  in 
the  opinion  of  the  Administrator  ad- 
versely affects  the  safety,  potency,  or 
efficacy  of  such  product. 

(d)  Safe  or  safety.  Freedom  from  prop- 
erties causing  nndne  local  or  systemic 
reactions  when  used  as  recommended 
or  suggested  by  the  manufacturer. 

(e)  Sterile  or  sterility.  Freedom  from 
viable  contaminating  microorganisms 
as  demonstrated  by  procedures  pre- 
scribed in  part  113  of  this  subchapter. 
Standard  Requirements,  and  approved 
Ontlines  of  Production. 

(f)  Potent  or  potency.  Relative 
streng^th  of  a  biological  product  as  de- 
termined by  test  methods  or  proce- 
dures as  established  by  Animal  and 
Plant  Health  Inspection  Service  in 
Standard  Itoquirements  or  in  the  ap- 
proved Outline  of  Production  for  such 
product. 

(g)  Efficacious  or  efficacy.  Speoiftc 

ability  or  capacity  of  the  biological 
product  to  effect  the  result  for  which  it 
Is  offered  when  used  under  the  condi- 
tions recommended  by  the  manufac- 
turer. 

(h)  Dow.  The  amount  of  a  biological 
product  reconmaended  on  the  label  to 
be  given  to  one  animal  at  one  time. 

(i)  Vaccinate.  An  animal  which  has 
been  Inoculated,  injected,  or  otherwise 
administered  a  biological  product 
being  evaluated. 

(J)  Control  animaU  An  animal,  which 
may  be  referred  to  as  a  control,  used  in 
a  test  procedure  for  purposes  of  com- 


parison or  to  add  validity  to  the  re- 
sults. 

(k)  Day.  Time  elapsing  between  any 
regular  working  hour  of  one  day  and 
any  regular  working  hour  of  the  fol- 
lowing day. 

(1)  No  test.  A  test  which  produces  in- 
conclusive or  invalid  results  and  there- 
fore, cannot  be  used  to  evaluate  a  bio- 
logical product. 

(m)  Healthy.  Apparently  normal  in  all 
vital  functions  and  free  of  signs  of  dis- 
ease. 

(T\)  Unfavorable  reactions.  Overt  ad- 
verse changes  which  occur  in  healthy 
test  animals  subsequent  to  initiation 
of  a  test  and  manifested  during  the  ob- 
servation period  prescribed  in  the  test 
protocol  which  are  attributable  either 
to  the  biological  product  being  tested 
or  to  factors  unrelated  to  such  product 
as  determined  by  the  i  (  sponsible  indi- 
vidual conducting  the  test. 

(0)  Master  reference.  A  Master  Ref- 
erence Is  a  reference  whose  potency  is 
correlated,  directly  or  indirectly,  to 
host  animal  immunogenicity.  The  Mas- 
ter Reference  may  be  used  as  the  work- 
ing reference  in  in  vitro  tests  for  rel- 
ative potency.  The  Master  Reference 
may  also  be  used  to  establish  the  rel- 
ative potency  of  a  serial  of  product 
used  in  requalification  studies  and  to 
establish  the  relative  potency  of  work- 
ing  references.  The  preparation  of  a 
Master  Reference  as  described  in  a  filed 
Outline  of  Production  may  be: 

(1)  A  completed  serial  of  vaccine  or 
bacterin  prepared  in  accordance  with  a 
filed  Outline  of  Production: 

(2)  A  purified  preparation  of  a  protec- 
tive immunogen  or  antigen;  or 

(3)  A  nonadjuvanted  harvested  cul- 
ture of  microorganisms. 

(p)  Working  reference.  A  Working  Ref- 
erence is  the  reference  preparation 
that  is  used  in  the  in  vitro  teat  for  the 
release  of  serials  of  product.  Working 
References  may  be: 

(1)  Master  References;  or 

<2)  Serials  of  product  that  have  been 
prepared  and  qualified,  in  a  manner  ac- 
ceptable to  Animal  and  Plant  Health 
Inspection  Service  for  use  as  reference 
preparations. 

(q)  Qualifying  serial.  (DA  serial  of  bi- 
ological product  used  to  test  for 
immunogenicity  when  the  Master  or 
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Working  Reference  is  a  purified  anti- 
gen or  nona4Juvanted  harvest  material. 

Qualifying  serials  sball  be  produced  in 
accordance  with  the  filed  Outline  of 
Production,  tested  for  immunogenicity 
In  accordance  with  methods  deemed 
appropriate  by  the  Animal  and  Plant 
Health  Inspection  Service,  and  have  a 
geometric  mean  relative  potency,  when 
compared  to  the  Master  Reference,  of 
not  greater  than  1.0  as  established  by: 
independent  parallel  line  assays  with 
five  or  more  replicates;  or  other  valid 
assay  methods  for  determining  relative 
antigen  content  which  demonstrate 
linearity,  specificity,  and  reproduc- 
ibility at  least  equivalent  to  the  par- 
allel line  assay  and  are  acceptable  to 
the  Animal  and  Plant  Health  Inspec- 
tion Service. 

(2)  Qualifying  serials  used  to  re- 
qualify  or  extend  the  dating  period  of  a 
Master  Reference  shall  be  determined 
to  be  immunogenic  in  accordance  with 
methods  deemed  appropriate  by  the 
Animal  and  Plant  Health  Inspection 
Service  as  provided  in  paragraph  (a)(1) 
of  thi.s  section,  and.  in  addition,  shall 
be  within  their  permitted  dating  period 
and  have  been  prepared  in  accordance 
with  the  production  method  described 
in  the  currently  filed  Outline  of  Pro- 
duction. 

(r)  hnmunogenicity.  The  ability  of  a 
biological  product  to  elicit  an  immune 
response  In  animals  as  determined  by 
test  methods  or  procedures  acceptable 
to  the  Animal  and  Plant  Health  Inspec- 
tion Service. 

[38  FR  8426.  Apr.  2.  1973,  as  amended  at  40  FR 
45419,  Oct.  2.  1975:  41  FR  6751.  Feb.  13,  1976;  43 
FR  3701.  Jan.  27.  1978;  36  FR  66782.  66783  Dec. 
96. 1991: 62  FR  19037.  Apr.  18. 1997] 

§  101.6  Cell  cultures. 

When  used  in  conjunction  with  or  in 
reference  to  cell  cultures,  which  may 

be  referred  to  as  tissue  cultures*  the 
following  terms  shall  mean: 

(a)  Batches  of  primary  cells.  A  pool  of 
original  cells  derived  from  normal  tis- 
sue up  to  and  including  the  10th  sub- 
cultuie. 

(b)  Cell  Hne.  A  pool  of  cells  which  are 
11  or  more  subcultures  from  the  tissue 

of  origin. 

(c)  Subculture.  Each  flask  to  flask 
transfer  or  passage  regardless  of  the 
number  of  cell  replications. 


(d)  Master  Cell  Stock  (MCS).  The  sup- 
ply of  cells  of  a  specific  passage  level 
from  which  cells  for  production  of  bio- 
logies originate. 

[38  FR  8426.  Apr.  2.  1973.  as  amended  at  40  FR 
45419.  Oct.  2.  1975;  49  FR  22624.  May  31.  1984] 

S101.7  Seedorganimis. 

When  used  in  conjunction  with  or  In 
reference  to  seed  organisms,  the  fbl- 

lowing  shall  mean: 

(a)  Master  Seed.  An  organism  at  a  spe- 
cific passage  level  which  has  been  se- 
lected and  permanently  stored  by  the 
producer  from  which  all  other  seed  pas- 
sages are  derived  within  permitted  lev- 
els. 

(b)  Working  Seed.  An  organism  at  a 
passage  level  between  Master  Seed  and 

Production  Seed. 

(c)  Production  Seed.  An  organism  at  a 
specified  passage  level  which  is  used 
without  fiirther  propagation  for  Initi- 
ating preiiaratlon  of  a  fraction. 

[49  FR  22625,  May  81. 1964] 

PART  102— LICENSES  FOR 
BIOLOGICAL  PRODUCTS 

Sec. 

102.1  Licensee  laaaed  by  the  Administrator. 

102.2  Licenses  required. 

102.3  License  applications. 

102.4  U.S.  Veterinary  Biologies  BBtabllBh- 
ment  License. 

102.5  U.S.  Veterinary  Biological  Product  Li- 
cense. 

102.6  Conditional  UoeoBee. 

AUTHORErr:  21  U.S.O.  161-169;  7  OPR  2J2. 
2.80,  and  371.4. 

flOSa  Ucenses  issued  by  the  Adminl*-  ' 
trator* 

Each  establishment  qualified  to  pre- 
pare biolog-ical  products   under  the 

Virus-Serum-Toxin  Act  shall  hold  an 
unexpired  and  unrevoked  U.S.  Veteri- 
nary Biologies  Establishment  Lioense 
issued  by  the  Adniini.strator  and  a  U.S. 
Veterinary  BioloK-ical  Product  License 
for  each  product  prepared  in  such  es- 
tablishment unless  the  product  is  sub- 
ject to  the  provisions  of  9  OPR  parte 
103  or  106  of  this  subchapter. 

ceo  FR  48021.  Sept.  18, 1906] 
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iUAJi  lioeniM required. 

(a)  Every  person  who  prepares  bio- 
lo^oal  products  subject  to  the  Vims- 
Serum-Toxin  Art  shall  hold  an  unex- 
pired, unsuspended,  and  unrevoked  U.S. 
Veterinary  Biologies  Establidunent  Li- 
cense and  at  least  one  unexpired,  un- 
suspended. and  unrevoked  U.S.  Veteri- 
nary Biological  Product  License  issued 
by  the  Administrator  to  prepare  a  bio- 
logioal  product. 

(b)  An  applicant  who  applies  for  an 
establishment  license  must  also  apply 
for  at  least  one  product  license.  An  es- 
tahlishment  license  will  not  be  issued 
without  a  license  authorizing  the  pro- 
duction of  a  biological  product  in  the 
establishment. 

[52  FR  11026,  Apr.  7.  1987.  as  amended  at  56 
FR  66783,  Dec.  26.  1991;  61  FR  52873.  Oct.  9. 
1906] 

§  102.3    License  applications. 

(a)  U.S.  Veterinary  Biologies  Establish- 
ment License.  (1)  The  operator  of  each 
establishment  of  the  kind  specified  in 
§102.2  shall  make  written  application 
to  the  Administrator  for  a  license. 
Blank  forms  of  application  will  be  fur- 
nished upon  leanest  to  Animal  and 
Plant  Health  Inspection  Service. 

(2)  WTien  a  person  conducts  more 
than  one  establishment,  a  separate  ap- 
Idication  shall  be  made  for  each  estab- 
lishment. 

(3)  \\Tienever  subsidiaries  are  to  oper- 
ate in  an  establishment  for  which  li- 
cense application  is  made,  the  appli- 
cant Shall  apply  for  permission  for  such 
subsidiaries  to  operate  in  the  establish- 
ment and  furnish  therewith  a  complete 
statement  regarding  the  relationship 
between  the  applicant  and  the  subsidl* 
aries. 

(4)  Facilities  documents,  prepared  as 
prescribed  in  part  108  of  this  sub- 
chapter, shall  accompany  the  applica- 
tion for  license  unless  previously  filed 
with  Animal  and  Plant  Health  Inspec- 
tion Service. 

(5)  Each  application  for  a  U.S.  Veteri- 
nary Biologies  Establishment  License 
shall  be  accompanied  by  an  application 
for  one  or  more  U.S.  Veterinary  Bio- 
logical Product  Licenses  and  the  sup- 
porting documents  required  by  para- 
graph (b)(2)  of  this  section. 


(6)  A  new  application  shall  be  made 
when  a  change  of  ownership,  operation, 
or  location  of  an  establishment  occurs; 
or  prior  to  the  expiration  of  a  U.S.  Vet- 
erinary Biologies  Establishment  Li- 
cense Issued  for  an  interim  period  of 
time. 

(b)  U.S.  Veterinary  Biological  Product 
Ucense.  (1)  The  licensee  of  each  estab- 
lishment or  applicant  for  an  establish- 
ment license  shall  make  written  appli- 
cation to  the  Administrator  for  a  U.S. 
Veterinary  Biological  Product  License 
for  each  biological  product  to  be  pre- 
pared in  the  licensed  establishment. 

(2)  Each  application  for  a  U.S.  Veteri- 
nary Biological  Product  License  shall 
be  supported  by: 

(ii  At  least  four  copies  of  an  Outline 
of  Production  prepared  in  accordance 
with  §§114.8  and  114.9  of  this  sub- 
chapter; and 

(ii)  At  least  three  copies  of  test  re- 
ports and  research  data  sufficient  to 
establish  purity,  safety,  potency,  and 
efficacy  of  the  product;  and 

(ill)  IjCgends  prepared  a.s  prescribed 
in  §108.5  of  this  subchapter  desitirnating 
which  facilities  are  to  be  used  in  the 
preparation  of  each  fraction;  and 

(iv)  Labels  i  in  finished  form  or 
sketches  prepared  as  prescribed  in 
§112.5  of  this  subchapter,  together  with 
information  regarding  all  claims  to  be 
made  on  labels  and  in  advertising  mat- 
ter to  be  used  in  connection  with  or  re- 
lated to  the  biological  product. 

(Approvpd  hy  the  Oflii  f  oi'  Manaerement  and 
Budget  under  control  numluM  0,^)79-0013) 

[39  FR  37763,  Oct.  24,  1974,  as  amended  at  48 
FR  67472.  Dec.  30,  1963;  49  FR  21043.  May  18. 
1984  ;  50  FR  50768.  Dec.  12.  1985;  56  FR  66783. 

Dec.  26.  1991] 

iimU  U.S.  VeteHnary  Blolocies Estab- 
lishment License. 

(a)  Before  a  U.S.  Veterinary  Biologrics 
Establishment  License  will  be  issued 

by  the  Administrator  for  any  establish- 
ment, an  inspection  shall  be  made  to 
determine  whether  the  condition, 
equipment,  fiEKsillties,  and  the  like,  of 
the  establishment,  and  the  methods 
used  to  prepare  biological  products  are 
in  conformity  with  the  requirements  in 
the  regulations. 

(b)  A  license  shall  not  be  issued  un- 
less: 
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(1)  In  the  opinion  of  the  Adminis- 
trator, the  condition  of  the  establish- 
mpnt.  including-  its  facilities,  and  the 
methods  of  preparation  of  biological 
products  are  such  as  reasonably  to  as- 
sure that  the  products  shall  aooompllflh 
the  purpose  for  which  they  are  in- 
tended: and 

(2)  The  Administrator  is  satisfied  on 
the  basis  of  information  before  him 
that: 

ii>  The  establishment  shall  be  oper- 
ated in  compliance  with  the  Act  and 
applicable  regulations  and  be  under  the 
supervision  of  person(s)  competent  in 
the  preparation  of  biological  products; 
and 

(ii)  The  appiicant,  or  the  person  hav- 
ing the  responsibility  for  producing  bi- 
ological products  in  the  ostablishment, 
or  both,  is  qualified  by  education  and 
experience,  and  has  demonstrated  fit- 
ness to  produce  such  products  in  com- 
pliance with  the  Act  and  regulations 
issued  pursuant  thereto:  Provided, 
That,  previous  violations  of  the  Act,  or 
such  regulations  or  both  shall  be  rel- 
evant to  the  Administrator's  deter- 
mination of  fitness. 

(3)  Written  assurance  is  filed  with 
Animal  and  Plant  Health  Inspection 
Service  that  the  biological  products 

which  are  licensed  to  be  prepared 
therein  shall  not  be  so  advertised  as  to 
mislead  or  deceive  the  purchasers  and 
that  the  packages  or  containers  in 
which  the  same  are  to  Vie  marketed 
shall  not  bear  any  statement,  design, 
or  device  which  is  false  or  misleading 
in  any  irarticular. 

(c)  U.S.  Veterinary  Biologies  Estab- 
lishment Licenses  shall  be  numbered. 

(d)  Two  or  more  licenses  may  bear 
the  same  number  when  they  are  issued 
for  establishments  under  the  same 
ownership  or  control,  provided  a  serial 
letter  is  added  to  one  or  more  to  iden- 
tify each  license  and  the  product  pro- 
duced thereunder. 

(e)  WTien  a  U.S.  Veterinary  Biologies 
Establishment  License  is  issued  for  an 
establishment,  it  shall  not  apply  to 
more  than  one  person  at  the  same  loca- 
tion, except  that  subsidiaries  of  the  li- 
censee, when  named  in  the  license,  may 
operate  thereunder  at  the  establish- 
ment named.  The  licensee  with  its  sub- 
sidiaries will  be  held  responsible  for  all 


operations  conducted  in  the  licensed 

establishment. 

(f"t  When  a  licensee  no  longer  holds  at 
least  one  unexpired,  unsuspended,  or 
unrevoked  product  license  authorizing 
the  preparation  of  a  biological  product, 
or  is  in  the  process  of  obtaining  a  prod- 
uct license,  the  establishment  license 
shall  no  longer  be  valid  and  shall  be  re- 
turned to  the  Administrator.  In  the 
case  where  an  establishment  license 
expires  or  is  suspended  or  revoked,  any 
product  license  authorizing  prepara- 
tion of  a  product  at  such  establishment 
shall  be  invalid  indefinitely  or  for  as 
long  as  the  suspension  is  in  effect. 

(g)  Any  license  issued  under  this  part 
to  establishments  in  which  biological 
products  are  prepared  shall  be  issued 
on  condition  that  the  licensee  permit 
the  inspection  of  such  establishments, 
products,  product  preparation,  and  all 
relevant  records  as  provided  in  part  115 
of  this  subchapter.  Failure  to  permit 
inspection  may  result  in  the  license 
being  suspended  or  revoked. 

(h)  The  provisions  of  paratrraph  fb)  of 
this  section  shall  also  be  applicable  to, 
and  be  considered  by.  the  Adminis- 
trator in  oonnection  with  each  applica- 
tion for  an  additional  product  liceBBe. 

(Approved  by  the  Office  of  Management  and 
Budfjet  under  control  number  0579-0013) 

139  FR  37762,  Oct.  24.  1974;  39  FR  38364,  Nov.  1, 
1974,  as  amended  at  41  FR  448S9,  Oct.  8,  1976; 
48  FR  57472.  Dec.  30.  1983:  52  FR  11026.  Apr.  7, 
1967;  52  FR  30131.  Aug.  13,  1987;  56  FR  66788. 
Dec.  26. 1991;  60  FR  48021.  Sept.  18. 1886;  81  FR 
52873,  Oct.  9.  1996;  62  FR  13294,  Mar.  20.  1987] 

102.5  U.S.     Veterinafy  Blologieal 

Product  License. 

(a)  Authorization  to  produce  each  bi- 
ological product  shall  be  specified  on  a 
U.S.  Veterinary  Biological  Product  Li- 
cense. Issued  by  the  Administrator,  and 
supplementary  to  the  U.S.  Veterinary 
Biologies  Establishment  License 
named  tbereln. 

(b)  The  following  shall  appear  on  the 
I  S.  Veterinary  Biological  Product  Li- 
cense: 

(1)  The  U.S.  Veterinary  Biologies  Es- 
tablishment License  Number  for  the  es- 
tablishment from  which  the  product  is 
released  for  marketing. 

(2)  The  true  name  of  the  product. 

(3)  The  product  code  number  for  the 
product. 
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(4)  The  date  of  issuance. 

(5)  Any  restrictions  designated  by  the 
Administrator  under  paragraph  (e)  of 
this  section. 

(6)  When  necessary  to  comply  with 
§102.6  of  this  part,  a  termination  date 
and  a  brief  description  of  requirements 
to  he  met  for  reissuance. 

(c)  The  following-  provisions  shall 
apply  to  all  licensed  biological  prod- 
ucts: 

(1)  Licensed  biological  products  shall 
be  prei>ared  as  required  by  the  regula- 
tions and  in  accordance  with  a  filed 
Outline  of  Production  as  prescribed  In 
H  114.8  and  114.9  of  this  subchapter.  No 
change  shall  be  made  in  the  prepara- 
tion of  a  biological  product  without 
prior  approval  of  the  Administrator. 

(2)  In  addition  to  restrictions  im- 
posed ])y  the  Administrator  pursuant 
to  paragraph  (e)  of  this  section,  bio- 
logical products  may  be  subject  to  re- 
striotions  which  are  imposed  by  any 
State  or  other  jurisdiction  pertaining 
to  the  distribution  and  use  of  such 
products,  based  on  local  disease  condi- 
tions. 

(3)  When  requested  by  the  Adminis- 
trator, a  licensee  shall  submit  a  list  of 
licensed  biological  products  prepared 
in  the  licensed  establishment. 

(d)  WTiere  the  Administrator  deter- 
mines that  the  protection  of  domestic 
animals  or  the  public  healtli.  interest, 
or  safety,  or  both,  necessitates  restric- 
tions on  the  use  of  a  product,  the  prod- 
uct shall  be  subject  to  such  additional 
restrictions  as  are  prescribed  on  the  li- 
cense. Such  restrictions  may  include, 
but  are  not  limited  to.  limits  on  dis- 
tribution of  the  product  or  provisions 
that  the  biological  product  is  re- 
stricted to  use  by  veterinarians,  or 
undei  the  supervision  of  veterinarians, 
or  both. 

(e)  Any  person  may  request  that  the 
distribution  and  use  of  a  veterinai^  bi- 
ological product  be  restricted  if  the  re- 
striction pertains  to  the  protection  of 
domestic  animals  or  the  public  health, 
interest*  or  safety,  or  both.  All  re- 
quests must  be  sent,  in  writintr.  to  the 
Director,  Center  for  Veterinary  Bio- 
logics,  Licensing  and  Policy  Develop- 
ment, 510  South  17th  Street,  Suite  104, 
Ames.  lA  50010  8197.  Requests  must 
specify  the  restriction!  s)  beintr  re- 
quested and  must  explain  why  the  re- 


strictions are  needed.  Copies  of  any 
supporting  documents,  such  as  sci- 
entific literature,  published  or  unpub- 
lished articles,  or  data  from  tests, 
should  be  attached  to  the  request. 
When  a  decision  is  reached  regarding 
the  request,  the  person  submitting  the 
request  will  be  sent  written  notifica- 
tion of  such  decision. 

(Approved  by  the  Office  of  Manag'ement  and 
Budffet  under  lontrol  number  0579-  0013) 

[39  FR  37763.  Oct.  24.  1974.  as  amended  at  48 
FR  57472.  Dec.  30,  1983;  50  FR  50764,  Dec.  12, 
1985:  52  FR  11026.  Apr.  7.  1987:  56  FR  66783. 
Dec.  26,  1991;  67  FR  38760.  Aug.  27,  1992;  59  FR 
67616.  Dec.  30.  1994;  62  FR  13294,  Mar.  20.  1907; 
64  FR  4a044,  Aug.  9, 1999] 

§102.6  ComUtioiial  lioenses. 

In  order  to  meet  an  emergency  condi- 
tion, limited  market,  local  situation, 
or  other  special  circumstance,  includ- 
intiT  production  solely  for  intrastate  use 
under  a  State-Operated  program,  the 
Administrator  may.  in  response  to  an 
application  submitted  as  specified  in 
§  102.3(b)  of  this  part,  issue  a  condi- 
tional U.S.  Veterinary  Biological  Prod- 
uct License  to  an  establishment  under 
an  expedited  procedure  which  assures 
purity  and  safety,  and  a  reasonable  ex- 
pectation of  efficacy.  Preparation  of 
products  under  a  conditional  license 
shall  be  in  compliance  with  all  applica- 
ble regulatiomt  and  standards  and  may 
be  restricted  as  follows: 

(a)  Tlie  preparation  may  be  limited 
to  a  predetermined  time  period  which 
shall  be  established  at  the  time  of 
issuance  and  specified  on  the  license. 
Prior  to  termination  of  the  license,  the 
licensee  may  request  reissuance.  Such 
requests  shall  i  be  substantiated  with 
data  and  information  obtained  since 
the  license  was  issued.  After  consid- 
ering all  data  and  information  avail- 
able, the  Administrator  shall  either  re- 
issue the  U.S.  Veterinary'  Biological 
Product  License  or  allow  it  to  termi- 
nate. 

(b)  Distribution  may  be  limited  to 

the  extent  necessary  to  assure  that  the 
product  will  meet  the  basic  criteria  for 
issuance  of  the  conditional  license. 

(c)  Labeling:  for  the  product  may  be 

required  to  contain  information  on  the 
conditional  status  of  the  license. 

[52  FR  11026.  .Apr-  7.  1987,  aa  amended  at  60 

FR  48021;  iSept.  18.  1995J 
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PART  103— EXPERIMENTAL  PRO- 
DUCTION, DISTRIBUTION.  AND 
EVALUATION  OF  BIOLOGICAL 
PRODUCTS  PRIOR  TO  UCENSING 

Sec. 

103.1  Preparation  of  experimental  biolo^cal 

products. 

103.2  Disposition  of  animals  administered 
experimental  biological  products  or  live 

organisms. 

103.3  tibipment  of  experimental  biological 
products. 

AtrraoBrnr:  21  U.S.C.  151-150:  7  CFR  2.22. 
2.80,  and  371.4. 

§  103.1  Preparation  of  oq^CNrlnieiital  bi- 
ological products. 

Except  as  otherwise  provided  in  this 
section,  experimental  biologrical  prod- 
ucts which  are  neither  composed  of  nor 
prepared  with  organisms  or  antigens 
used  in  biolocricals  already  licensed, 
shall  not  be  prepared  in  the  production 
facilities  of  a  licensed  establishment. 
Upon  application  therefor,  the  Admin- 
istrator may  authoi'ize  the  preparation 
of  experimental  products  on  the  prem- 
ises of  a  licensed  establishment  if  he 
determines  that  such  preparation  will 
not  result  in  contamination  of  the  li- 
censed products.  Each  request  for  per- 
mission to  prepare  an  experimental  hi> 
ological  product  on  licensed  premises 
shall  indicate  the  nature  of  the  unli- 
censed product,  designate  facilities  to 
be  need,  and  specify  precautions  which 
will  be  taken  to  prevent  contamination 
of  licensed  products.  Such  requests 
shall  be  submitted  to  the  Adminis- 
trator. Research  iiacilities  that  are  en- 
tirely separate  and  apart  from  facili- 
ties used  for  the  preparation  of  licensed 
biological  products  will  not  be  consid- 
ered a  part  of  the  licensed  premises  for 
purposes  of  this  section. 

(Approved  by  the  Office  of  Manai^ement  and 
Budget  under  control  number  057&-0013) 

[30  FR  11848.  Sept.  16.  196.5.  as  amended  at  48 
FH  57473.  Dec.  30.  1983;  56  FR  66783.  Dec.  26. 
1901] 

§  103.2  Disposition  of  animals  adminis- 
tered experimental  biolo^cal  prod> 
ucts  or  live  organisms. 

Safeguards  as  herein  provided  shall 
be  established  by  the  research  investi- 
gator or  research  sponsor  to  control 
disposition  of  all  animals  administered 


experinieiiial  biological  products  or 
live  organisms. 

(a)  Surviving  test  animals  fincluding 
challenged  control  animals)  shall  not 
be  removed  from  the  premises  on  which 
the  tests  are  conducted  for  at  least  14 
days  after  administration  of  an  experi- 
mental biological  product  or  live  orga- 
nisms: Provided,  however,  That  this 
holdlzv  period  may  be  increased  or 
creased  as  permitted  or  requested  by 
the  Administrator  following  review  of 
all  relevant  information  or  data  avail- 
able. 

(b)  All  animals  administered  experi- 
mental biological  products  which  are 
to  be  slaughtered  at  establishments 
subject  to  the  Federal  Meat  Inspection 
Act,  as  amended  and  extended  (21 
U.S.C.  601  et.  seq.)  are  subject  to  the  ap- 
plicable requirements  of  $809.16  of  this 
title  (Meat  Inspection  Be^ulations). 

(c)  Except  as  otherwise  provided  in 
this  paragraph,  the  research  investi- 
gator or  research  sponsor  shall  main- 
tain adequate  records  relative  to  the 
disposition  of  each  animal  adminis- 
tered experimental  biological  products. 
These  records  shall  be  maintained  for  a 

minimum  period  of  two  years  from  the 
(late  that  an  experimental  product  was 
administered  to  such  animal,  and  shall 
Show  the  name  and  address  of  the 
owner;  number,  species,  class  and  loca- 
tion of  the  animals;  and  if  sold,  the 
name  and  address  of  the  consignee, 
buyer,  conmiission,  firm  or  abattoir: 
Provided,  houcver.  That  a  research  in- 
vestigator or  research  sponsor  may  be 
exempted  from  these  recordkeeping  re- 
Qulrements  by  the  Administrator  on 
the  basis  of  acceptable  data  dem- 
onstrating that  use  of  the  experimental 
biological  product  will  not  result  in  the 
presence  of  any  unwholesome  condition 
in  the  edible  parts  of  animals  subse- 
quently presented  for  slaughter. 

(Approved  by  the  Offii c  of  Management  and 
Budget  under  control  nunilier  0579-0059) 

130  FR  11848.  Sept.  16.  1965.  as  amended  at  48 
FR  57473.  Dec.  :W.  198;^:  56  VR  68788.  DeO.  28, 
1991;  66  FR  21063.  Apr.  27,  2001J 

$103.3  Shipment  of  experimental  Mo- 
logical  products. 

E.xcept  as  provided  in  this  section,  no 
person  shall  ship  or  deliver  for  ship- 
ment in  or  from  the  United  States,  the 
District  of  Columbia,  or  any  Territory 
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of  the  United  States  any  unlicensed  bi- 
ological product  for  experimental  use 
in  animals.  For  the  benefit  of  license 
appUcants  and  to  permit  and  encourage 

research,  a  person  may  be  authorized 
by  the  Administrator  to  ship  unli- 
censed biological  products  for  the  pur- 
pose of  evaluatiiiir  such  experimental 
products  by  treating-  limited  numbers 
of  animals.  Provided,  that,  the  Admin- 
istrator determines  tiiat  the  conditions 
under  which  the  experiment  is  to  be 
conducted  are  adequate  to  prevent  the 
spread  of  disease  and  approves  the  pro- 
cedures set  forth  in  the  request  for 
sach  antitiorization.  Special  restric- 
tions or  tests  may  be  imposed,  espe- 
cially in  the  case  of  products  con- 
taining live  organisms,  when  they  are 
deemed  necessary  or  advisable  by  the 
Administrator.  A  request  for  author- 
ization to  ship  an  unlicensed  biological 
product  for  experimental  study  and 
evaluation  shall  be  accompanied  by  the 
following: 

(a)  One  copy  of  a  permit  or  letter  of 
permission  from  the  proper  State  or 
foreign  uiimal  health  authorities  of 
each  State  or  foreign  country  Involved. 

(b)  Two  copies  of  a  tentative  list  of 
the  names  of  the  proposed  recipients 
and  quantity  of  e:q;»erimental  product 
that  is  to  be  shipped  to  each  individual. 
In  the  event  of  subsequent  changes,  ad- 
ditional information  shall  be  furnished 
When  such  &ct8  are  known; 

<c)  Two  copies  of  a  description  of  the 
product,  recommendations  for  use.  and 
results  of  preliminary  research  work; 

(d)  Three  copies  of  labels  or  label 
sketches  which  show  the  name  or  iden- 
tification of  the  product  and  bear  a 
statement,  "Notice!  For  Experimental 
Use  Only — Not  For  Sale,"  or  equiva- 
lent. The  U.S.  Veterinary  License  leg- 
end shall  not  an»ear  on  such  labels; 
and 

(e)  Two  copies  of  a  proposed  general 

plan  covering  the  methods  and  proce- 
Unes  for  evaluating'  the  product  and 
lor  maintaining  records  of  the  quan- 
tities of  experimental  product  pre- 
pared, shipped  and  used.  At  the  conclu- 
sion of  field  studies,  results  shall  lie  ob- 
tained, summarized,  and  submitted  to 
the  Animal  and  Plant  Health  Inspec- 
tion Service. 

(f)  Data  acceptable  to  the  Adminis- 
trator demonstrating  that  use  of  the 


experimental  bioloeical  product  in 
meat  animals  is  not  likely  to  result  in 
the  presence  of  any  unwholesome  con- 
dition in  the  edible  parts  of  animals 
subserjupntly  presented  for  slaughter. 

(g)  A  statement  from  the  research  in- 
vestigator or  research  sponsor  agreeing 
to  furnish,  upon  the  Administrator's 

request,  additional  information  con- 
cerning each  group  of  meat  animals  in- 
volved prior  to  movement  of  these  ani- 
mals from  the  premises  where  the  test 
is  to  be  conducted.  Such  information 
shall  include  the  owner's  name  and  ad- 
dress; number,  species,  class  and  loca- 
tion of  animals  Involved;  date  ship- 
ment is  anticipated;  along  with  name 
and  address  of  consignee,  buyer,  com- 
mission firm  or  abattoir. 

(h)  Any  information  the  Adminis- 
trator may  require  in  order  to  assess 
the  product's  impact  on  the  environ- 
ment. 

[26  FR  7726.  Aug.  18.  1961.  as  amended  at  30 
FR  11848,  Sept.  16,  1965;  58  FR  80131,  Aug.  13. 
1967;  66  FR  66783,  Dec.  26, 1991] 


PART  104— PERMITS  FOR 
BIOLOGICAL  PRODUCTS 

Sec. 

104.1  Permit  required. 

104.2  Permit  authorized. 

104.3  Permit  application. 

104.4  Products  for  research  and  evaluation. 

104.5  Products  for  dlstrltmtlcni  and  sale. 

104 .6  Products  for  transit  shipniMit  only. 

104.7  Product  peimit. 

104.8  Illegal  shlpmentB. 

AUTHOIUTT:  21  U.S.O.  151-189:  7  OFR  2.22, 
2.80.  and  371.4. 

Sot  RCF  38  FR  33916,  Nov.  29.  1973,  unless 

otherwise  noted. 

§  104.1   Permit  required. 

Unless  otherwise  authorized  oi-  di- 
rected by  tlie  Administrator,  each,  per- 
mit to  import  a  biological  product  into 
the  United  States  shall  be  issued  in  ac- 
cordance with  the  regulations  in  this 
part. 

(a)  No  biological  product  shall  be 
brought  into  the  United  States  unless  a 
permit  has  heen  issued  for  such  prod- 
uct. A  sepaiate  U.S.  Veterinary  Bio- 
logical Product  Permit  shall  be  re- 
quired for  each  shipment  of  biolot-'ical 
product  to  be  imported:  Provided.  That, 
a  permit  shall  also  be  required  for  each 


575 


Digitized  by  Google 


§104^ 


9  CFR  Ch.  I  (1-1-03  EdMori) 


transit  shipment  of  biological  products 
moved  throngh  the  United  States. 

(b)  Each  person  importing  biological 
products  shall  hold  an  unexpired,  un- 
suspended,  and  unrevoked  permit 
issued  by  Animal  and  Plant  Health  In- 
spection Service.  Such  person  shall  re- 
side within  the  United  States,  or  oper- 
ate a  business  establishment  within 
the  United  States,  or  both. 

[38  FR  32916,  Nov.  29.  1973,  as  amended  at  56 
FR  66783,  Dec.  26,  1901;  56  FR  66708.  Dec.  26, 

1991J 

§104^  Permit  authorised. 

(a)  Animal  and  Plant  Health  Inspec- 
tion Service  is  authorized  to  issue 
three  types  of  permits  for  importing  bi- 
oloflTlcal  products.  They  shall  be: 

(1)  U.S.  Veterinary  Biolog-ica]  Prod- 
uct Permit  for  Research  and  Evalua- 
tion; 

(2)  U.S.  Veterinary  Biological  Prod- 
uct Permit  for  Distribution  and  Sale; 

or 

C3>  U.S.  Veterinary  Biological  Prod- 
uct Permit  for  Transit  Shipment  Only. 

(b)  A  permit  shall  not  be  issued  for  a 
biological  product  from  countries 
known  to  have  exotic  diseases.  Includ- 
ing but  not  limited  to  foot-and-mouth 
disease,  rinderpest,  fowl  pest  (fowl 
plague),  swine  vesicular  disease,  New- 
castle disease,  and  AfHcan  swine  fever, 
if  in  the  opinion  of  the  Administrator, 
such  products  may  endansrer  the  live- 
stock or  poultry  of  this  country. 

(c)  A  permit  shall  not  be  Issued  until 
an  inspector  has  determined  the  condi- 
tion of  the  equipment  and  facilities  of 
the  producer,  of  the  applicant,  or  of 
both  if  such  a  determination  is  consid- 
ered necessary  by  the  Administrator. 

(d)  A  permit  shall  not  be  issued  for  a 
biological  product  prepared  in  the 
United  States,  exported,  and  presented 
for  reentry  except  as  provided  in 
§104. 4(d). 

[38  FR  32916.  Nov.  29.  1973.  as  amended  at  56 
FR  66783.  Dec.  26.  1991;  56  FR  66783.  Dec.  26. 
1991] 

§  104.3   Permit  application. 

(a)  Each  person  desiring  to  import  a 
biological  in>oduct  shall  make  written 
application  to  Animal  and  Plant 
Health  Inspection  Service  for  a  permit. 
Blank  forms  of  application  shall  be  fur- 
nished upon  request. 


(b)  The  application  shall  specify  the 
type  of  permit  required,  the  port  of 
entry  at  which  the  product  shall  be 
cleared  through  Customs,  the  esti- 
mated quantity  involved,  and  the  an- 
ticipated date  on  which  the  importa- 
tion shall  be  made. 

(  .Aiipi  oved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0013) 

(38  FR  32916.  Nov.  29.  1973.  as  amended  at  48 
FR  57473.  Dec.  30,  1983;  56  FR  66783.  Dec.  26, 
19911 

§  104.4   Products  for  research  and  eval- 
nation. 

(a)  An  application  for  a  U.S.  Veteri- 
nary Bioloi,ncal  Product  Permit  to  im- 
port a  biological  product  for  research 
and  evaluation  shall  be  accompanied 
by  i\  ^.  iof  description  of  such  product, 
methods  of  propagating  antigens  in- 
cluding composition  of  medium,  spe- 
cies of  animals  or  cell  cultures  in- 
volved, d^iree  of  inactivation  or  at- 
tenuation, recommendations  for  use, 
and  the  proposed  plan  of  evaluation. 
The  applicant  shall  also  provide  any  in- 
formation the  Administrator  may  re- 
quire in  order  to  as.^t  ss  the  product's 
impact  on  the  environiueiit. 

(b)  (1)  A  permit  to  import  a  biological 
product  for  research  and  'n-aluation 
shall  not  be  issued  unless  the  .scientific 
capabilities  of  the  investigator  are  de- 
termined to  be  adequate  to  safeguard 
domestic  animals  and  protect  public 
health,  interest,  or  .safety  from  any 
deleterious  effects  which  might  result 
firom  use  of  such  product.  Special  re- 
strictions or  tests  may  be  specified  as 
part  of  the  permit  when  they  are 
deemed  necessary  or  advisable  by  the 
Administrator.  j 

(2)  No  person  shall  ship  a  product  Im-  ! 
ported  under  this  section  for  research 
and  evaluation  anywhere  in  or  from 
the  United  States  unless  authorlaed  by 
the  Administrator  in  accordance  with 
the  provisions  of  §103.3  of  this  sub- 
chapter. 

(c)  A  biological  product  shall  not  be 

Imported  for  Research  and  Evaluation 
which  is  not  pacliaged  and  labeled  in 
accordance  with  §112.9  of  this  sub- 
chapter. 

fd)  When  a  licensed  product  has  been 
exported  from  the  United  States,  a  per- 
mit may  be  issued  to  the  producer  for 
a  small  quantity  of  such  product  fbr  tn  i 
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vitro  Research  and  Evaluation  tests: 
Provided,  That,  the  importation  of  such 
product  will  not  endanger  the  livestock 
or  poultry  of  this  country. 

(Approved  by  the  Office  of  Managrement  and 
Budget  under  control  number  0579-0013) 

[38  FR  32916.  Nov.  29.  1973.  as  amended  at  48 
FR  57473,  Dec.  30,  1983;  52  FR  30131,  Aug.  13. 
1987: 86  FR  06788,  Deo.  88, 19U] 

§104.5   Products  for  distribution  and 
Mia. 

An  application  for  a  U.S.  Veterinary 
Biological  Product  Permit  to  import  a 
biological  product  for  Distribution  and 
Sale  shall  be  accompanied  by  sup- 
porting material  necessary  to  satisfy 
the  requirements  provided  in  this  sec- 
tion. 

(a)  A  permit  shall  not  be  issued  un- 
less the  conditions  under  which  the  bi- 
ological product  is  to  be  prepared  or 
the  methods  to  be  used  are  such  as  to 
reasonably  insure  that  the  product  is 
pore,  safe,  potent,  and  efficacious. 

(1)  Three  copies  of  blueprints  of  the 
producing  foreign  establishment  shall 
he  submitted  with  the  application  un- 
less satisfactory  plans  are  on  file  With 
Animal  and  Plant  Ht'alth  Inspection 
Service  from  a  previous  application. 
The  production  facilities  to  be  used  for 
each  product  prepared  at  the  establish- 
ment shall  be  designated. 

(2)  The  manufacturer  shall  submit 
written  authorization  for  properly  ac- 
credited inspectors  to  inspect  without 
previous  notification,  and  at  such 
times  as  may  be  demanded  by  the 
aforesaid  inspectors,  all  parts  of  the  es- 
tablishment in  which  biological  prod- 
ucts shall  be  prepared,  all  processes  of 
preparation,  and  all  records  relative  to 
such  preparation. 

(3)  The  manufacturer  shall  furnish 
written  assurance  that  a  biological 
product  to  be  imi>orted  for  Distribution 
and  Sale  shall  be  prepared  under  the 
supervision  of  a  person  competent  by 
education  and  experience  to  handle  all 
matters  pertaining  to  the  preparation 
Of  such  product  and  that  eacdi  biologi- 
cal product  shall  be  prepared  in  accord- 
ance with  the  regulations  applicable  to 
the  product  or  in  a  manner  acceptable 
to  the  Administrator  so  as  to  carry  out 
the  purposes  of  the  Act. 

(4)  The  methods  to  be  used  in  the 
preparation  of  each  biological  product 


shall  be  written  into  an  approved  Out- 
line of  Production  prepared  in  accord- 
ance with  the  applicable  provisions  of 
part  114  of  this  subchapter.  Four  copies 
of  such  Outlines  of  Production  shall  be 
submitted  to  Animal  and  Plant  Health 
Inspection  Service  and  be  approved  be- 
fore the  permit  is  issued. 

(5)  Data  shall  he  AimiShed  by  the  ap- 
plicant which  establishes  that  the 
product  involved  complies  with  the 
provisions  of  the  Act  and  the  regula- 
tions issued  pursuant  thereto.  When 
deemed  necessary  to  obtain  required 
information.  Animal  and  Plant  Health 
Inspection  Service  may  require  that 
the  product  be  tested  under  field  condi- 
tions within  or  outside  the  United 
States  as  the  occasion  demands. 

(b)  The  permittee  shall  fbmiah  the 
following: 

(1)  Adequate  facilities  for  storing  all 
imported  biological  products.  An  in- 
spection of  such  facilities  shall  be 
made  by  inspectors  before  a  permit  is 
issued  and  additional  inspections  shall 
be  made  at  any  time  subsequent  to  the 
importation  of  the  biological  products 
if  deemed  necessary  by  the  Adminis- 
trator: 

(2)  Information  regarding  all  claims 
to  be  made  on  labels  and  advertising 
matter  used  in  connection  with  or  re- 
lated to  the  biological  product  to  be 
imported; 

(3)  Mounted  copies  of  final  container 
labels,  carton  labels,  and  enclosures  to 
be  used  with  the  imported  product  as 
provided  in  part  112  of  this  subchapter; 
and 

(4)  Samples  of  each  serial  from  each 
shipment  of  biological  products  im- 
ported or  offered  for  importation.  Such 
samples  shall  be  collected,  examined, 
and  tested  in  a  manner  specified  by  the 
Administrator.  The  hlological  products 
being  sampled  shall  not  be  Airther  dis- 
tributed by  the  permittee  until  re- 
leased by  Animal  and  Plant  Health  In- 
spection Service. 

(Approved  by  the  Office  of  Manag-ement  and 

Budjret  under  conti  ol  number  0579-0013) 

[38  FR  32916,  Nov.  29,  1973,  as  amended  at  48 
FR  87473,  Dec.  30,  1988;  40  FR  21014.  May  18. 
1884:  56  FR  86783,  Dec.  26. 1881] 
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§104.6  Products  for  transit  shipment 
only. 

An  application  for  a  permit  for  Tran- 
sit Shipment  Only  shall  be  required 
when  a  biological  product  is  being 
aiiipped  from  one  foreign  country  to 
another  foreign  country  by  way  of  the 
United  States.  The  -inpment  shall 
move  under  a  permit  subject  to  the  fol- 
lowing restrictions: 

(a)  The  shipment  shall  be  confined  to 
the  carrier  at  all  times  when  such  ship- 
ment is  to  transit  the  United  States  on 
the  same  carrier  on  which  it  arrived.  If 
the  shipment  is  to  be  transferred  to  a 
carrier  other  than  the  one  on  which  It 
shall  arrive  into  the  United  States,  a 
schedule  of  arrival  and  departure  of 
each  shipment  shall  be  furnibhed  by 
the  permittee  to  Animal  and  Plant 
Hf^alth  Inspection  Service  prior  to  ar- 
rival in  the  United  States. 

Cb)  The  permittee  shall  be  responsible 
to  Animal  and  Plant  Health  Inspection 
Service  for  handling,  storing,  and  for- 
warding of  the  biological  product.  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice shall  be  notified  of  all  shipments 

i(  (  (  ived  and  forwarded  by  the  per- 
mittee and  an  accurate  accounting 

shall  be  made. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0013) 

[38  PR  3S916,  Nov.  29.  1973,  as  amended  at  48 

FR  57473,  Dfr.  30.  1983:  56  FR  68784.  Deo.  26. 
1991:  61  FR  52873.  Oct.  9.  1996J 

§104.7  Ptrodnot  permit. 

(a)  A  permit  shall  be  numbered  and 

dated. 

(b)  The  purpose  for  which  the  product 
is  imported  shall  be  specified  on  the 
permit  as  for  Research  and  Bvaluation, 
Distribution  and  Sale,  or  Transit  Ship- 
ment Only. 

(c)  A  permit  shall  not  be  used  after 
the  date  specified. 

[38  PR  32916,  Nov.  29,  1973,  aA  amended  at  56 
FR  66783.  Dec.  26.  1991;  62  PR  13294.  Mar.  20. 

1997] 

5104.8  Illegal  shipments. 

(a)  Biologrical  products  which  are  pre- 
sented for  importation  without  a  per- 
mit having  been  issued  shall  be  re- 
turned to  the  country  of  origin  at  the 
expense  of  the  importer  or  In  lien 
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thereof,  destroyed  by  Department  per- 
sonnel. 

(b)  Biological  products  for  Distribu- 
tion and  Sale  presented  for  importa- 
tion under  a  ];>ermit  and  found  to  be 
worthless,  contaminated,  dangerous,  or 
hannftil  shall,  within  a  period  of  30 
days  after  such  finding,  be  returned  to 
the  country  of  origin  at  the  expense  of 
the  importer  or  in  lieu  thereof,  de- 
stroyed by  Department  personnrl  ./'ro- 
videdt  That  such  product  shall  not  be 
retnnied  to  the  country  of  origin  while 
bearing  a  U.S.  permit  number  on  the 
label. 

PART  105— SUSPENSION.  REVOCA- 
TION, OR  TERMINATION  OF  BIO- 
LOGICAL LICENSES  OR  PERMITS 

Sec. 

105.1  SuspeosioQ  or  revocation. 

106.2  Notification  of  Innractions. 

106.8  Notices  re:  worthle.ss.  contannn.i v  d, 
dangerous,  or  harmful  biological  prod- 
ucts. 

105.4  Termination  of  lioenMS  and  pennits 

for  inactivity. 

AUTHOIUTY:  21  U.S.C.  151-159;  7  CFR  2.22. 
2.80.  and  871.4. 

§  105.1    Suspension  or  revocation. 

(a)  An  estahllshment  license,  product 
license,  or  permit  iaened  under  the 
Vlrua-Serom-Toxin  Act  may  be  ft>r- 
mally  suspended  or  revoked  after  op- 
portunity for  hearing  has  been  ac- 
corded the  licensee  or  permittee  as  pro- 
vided in  part  123  of  this  subchapter  if 
the  Secretary  is  satisfied  that  the  li- 
cense or  permit  is  being  used  to  facili- 
tate or  effect  the  preparation,  side, 
barter,  exchange,  shimnent.  or  impor- 
tation contrary  to  said  Act  of  any 
worthless,  contaminated,  dangerous,  or 
barmftil  biological  product.  Snoth  use 
may  be  found  to  exist  if: 

(1)  The  construction  of  the  establish- 
ment in  which  the  biological  product  is 
prepared  is  defective,  or  the  establish- 
ment is  not  conducted  as  required  by 
the  reg-ulations  in  parts  101  through  118 
of  this  subchapter; 

(3)  The  methods  of  preparation  of  the 
product  are  faulty,  or  the  product  con- 
tains impurities  or  lacks  potency: 

(3)  The  product  is  so  labeled  or  adver- 
tised as  to  mislead  or  deceive  the  pur- 
chaser in  any  particular; 
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(4)  The  licensee,  permittee,  or  the 
foreig-n  manufacturer  has  failed  to 
maintain  and  make  available  for  in- 
spection records  In  connection  with  the 
development  and  preparation  of  prod- 
uct, has  failed  to  provide  complpte  and 
accurate  information  when  requested, 
or  has  failed  to  provide  complete  and 
accurate  information  in  the  Outline  of 
Production  or  in  reports  and  records; 

(5)  The  licensee  or  permittee  has  vio- 
lated or  failed  to  comply  with  any  pro- 
vision of  the  Virus-Serum-Toxin  Actor 
the  regulat  ions  in  this  subchapter: 

(6)  The  license  or  permit  is  otherwise 
used  to  facilitate  or  effect  the  prepara- 
tion, sale,  barter,  exchange,  shipment, 
or  importation,  contrary  to  the  Virus- 
Serum-Toxin  Act,  of  any  worthless, 
contaminated,  dangrerons,  or  hannfol 
biologrlcal  product. 

(b)  In  case  of  willfulness  or  where  the 
public  health,  interest,  or  safety  so  re- 
quired the  Secretary  may,  withont 
hearing,  infoinrially  suspend  sach  es- 
tablishment license,  product  license,  or 
permit  upon  the  grounds  set  forth  in 
paragraph  (a)  of  this  section  pending 
determination  of  formal  proceedings 
under  part  123  of  this  subchapter  for 
suspension  or  revocation  of  the  license 
or  permit. 

[38  FR  23612.  Augr.  31.  1973,  as  amended  at  41 
FR  44359.  Oct  .  8.  1976:  61  FR  82874,  Oct.  9, 1906; 
64  FR  43044.  Aug.  9.  1999J 

§  IMU!  Notiflcatioii  of  infkraetionB* 

If  an  Infraction  of  a  reciuirempnt  of  a 
product  license  is  brought  to  the  atten- 
tion of  the  licensee  by  written  notifica- 
tion thereof  by  Animal  and  Plant 
Health  Inspection  Service,  a  subse- 
quent violation  of  similar  nature  oc- 
curring with  the  same  licensed  biologi- 
cal product  within  6  months  of  the  said 
written  notification  shall  be 
primafacie  evidence  of  willful  violation 
and  the  license  for  the  product  shall  be 
subject  to  suspension  or  revocation 
under  the  provisions  of  i  105.1(b). 

[42  FR  31430,  June  21.  1977,  as  amended  at  56 
FR  66783.  Dec.  26,1991] 

S  105.3  Notices  re:  worthless,  contami- 
nated, dangerous,  or  liarmful  bio- 
logical products. 

(a)  If  at  any  time  it  appears  that  the 
preparation,  sale,  barter,  exchange, 
shipment,  or  importation,  as  provided 


in  the  Virus-Serum-Toxin  Act,  of  any 
biological  product  by  any  person  hold- 
ing a  license  or  permit  may  be  dan- 
gerous in  the  treatment  of  domestic 
animals,  the  Secretary  may  without 
hearing  notify  the  licensee  oi-  per- 
mittee, and  pending  determination  of 
formal  proceedings  instituted  under 
part  123  of  this  subchapter  for  suspen- 
sion or  revocation  of  the  license  or  per- 
mit insofar  as  it  authorizes  the  manu- 
facture or  importation  of  the  par- 
ticular product,  no  person  so  notified 
shall  thereafter  so  prepare,  sell,  barter, 
exchange,  ship,  deliver  for  shipment,  or 
import  such  product. 

(b)  If  a  serial  of  biological  product  is 
found  to  be  unsatisfiactory  according  to 
applicable  Standard  Requirements,  the 
Administrator  may  notify  the  licensee 
to  stop  distribution  and  sale  of  the  se- 
rial. 

[38  FR  23512,  Aug.  31,  1973,  as  amended  at  56 
FR  66783.  Dec.  26. 1991] 

§105.4  Termination  of  licenses  and 
pormits  fbr  Inaetlvily. 

(a)  If  a  biological  product  has  not 
been  prepared  by  a  licensee,  or  im- 
ported by  a  permittee  for  a  period  of  5 
years  or  more,  the  Administrator  may 
require  the  licensee  to  show  Intent  to 
resume  production,  or  the  permittee  to 
show  intent  to  resume  importation, 
within  6  months  of  notification.  If  the 
licensee  does  not  resume  preparation, 
or  the  permittee  does  not  resume  im- 
portation, within  6  months  of  notifica- 
tion, or  within  a  mutually  atrreeable 
period,  the  product  license,  or  permit, 
may  be  terminated  by  the  Adminis- 
trator. 

(b)  When  a  license  or  permit  is  termi- 
nated, the  licensee  or  permittee  shall 
continue  to  be  subject  to  the  applicable 
records  {^visions  of  f  116.8. 

[61  FR  52874.  Oct.  9. 1996] 

PART  106— EXEMPTION  FOR  BIO- 
LOGICAL PRODUCTS  USED  IN  DE- 
PARTMENT PROGRAMS  OR 
UNDER  DEPARTMENT  CONTROL 
OR  SUPERVISION 


AmsORnr:  21  U.S.C.  151-150;  7  CFR  2.22, 
2.80,  and  371.4. 
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>j  106.1    Biological  products:  exemption. 

The  AdmiiiistraLor  may  oxeinpt  any 
bioloirical  product  firom  one  or  more  of 

the  requirements  of  this  subchapter  if 
he  determines  that  such  product  will 
be  used  by  the  Department  or  under 
the  supervision  or  control  of  the  De- 
partment in  the  prevention,  control  or 
eradication  of  animal  diseases  in  con- 
nection with  (a)  an  official  USDA  pro- 
gram; or  (b)  an  emergency  animal  dis- 
ease situation,  or  (c)  a  USDA  experi- 
mental use  of  the  product. 

[45  FR  65184.  Oct.  2.  1960,  as  amended  at  56  FR 
66783,  Dec.  26,  1991J 

PART  107— EXEMPTIONS  FROM 
PREPARATION  PURSUANT  TO  AN 
UNSUSPENDED  AND  UNREVOKED 
UCENSE 

107.1   wterinary  practitioners  and  animal 

owners. 

imJ2  Prodacts  under  State  license. 

AUTHuKi  i  V  21  U.S.C.  151-159;  7  CFR  2.22, 
2.80.  and  371.4. 

S  107.1    Veterinary    practltloiien  and 

animal  owners. 

Products  prepared  as  provided  in 
paragraphs  (a)  and  (b)  of  this  section 
and  establishments  in  which  such  prod- 
ucts are  prepared,  shall  be  exempt  from 
preparation  pursuant  to  unsuspended 
and  unrevoked  establishment  and  prod- 
uct licenses.  Persons  exempt  from  11- 
censui-e  under  this  part  shipping  prod- 
ucts which  contain  live  organisms  shall 
provide  any  information  the  Adminis- 
trator may  require  prior  to  shipment, 
or  at  any  other  time  deemed  necessary, 
in  order  to  assess  the  products"  safety 
and  effect  on  the  environment.  The 
shipment  or  delivery  for  shipment  any- 
where in  or  from  the  United  States  of 
any  exempted  product  which  is  worth- 
less, contaminated,  dangerous,  or 
harmful  is  prohibited,  and  any  person 
shipping  such  product,  or  delivering 
such  product  for  shipment,  shall  be 
subject  to  sanctions  under  the  Act. 

(a)(1)  Products  prepared  by  a  veteri- 
nary practitioner  K-eterinarian)  solely 
for  administration  to  animals  in  the 
course  of  a  State  licensed  professional 
practice  of  veterinary  medicine  by 
such  veterinarian  under  a  veterinarian- 


cllent-patient  relationship  and  estab- 
lishments in  which  such  products  are 

prepared  shall  be  exempt  from  licens- 
ing under  the  Act  and  regulations. 
Such  a  relationship  is  considered  to 
exist  when: 

f  i  t  The  veterinarian  has  assumed  the 
responsibility  for  making  medical 
judgments  regarding  the  health  of  the 
animaKs)  and  the  need  for  medical 
treatment,  and  the  client  Cowner  or 
other  caretaker)  has  agreed  to  follow 
the  instructions  of  the  veterinarian; 
and  when 

(ii)  There  is  sufficient  knowledge  of 
the  animal(s)  by  the  veterinarian  to 
initiate  at  least  a  general  or  prelimi- 
nary diagnosis  of  the  medical  condition 
of  the  animaKs).  This  means  that  the 
veterinarian  has  recently  seen  and  is 
personally  acquainted  with  the  keeping 
and  care  of  the  animaKs).  and/'or  by 
medically  appropriate  and  timely  vis- 
its to  the  premises  where  the  animai(s) 
are  kept;  and  when 

(iii)  The  practicing  veterinarian  is 
readily  available  for  folio wup  in  case  of 
adverse  reactions  or  failure  of  the  regi- 
men. 

(2)  Veterinarian.*;  prepai'ine  products 
subject  to  the  exempt if)n  for  products 
under  this  section  shall  mam  Lain  and 
make  available  for  inspection  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice representatives  or  other  Federal 
employees  designated  by  the  Secretary 
such  records  as  are  necessary  to  estab- 
lish that  a  valid  veterinarian-client-pa- 
tient relationship  exists  and  that  there 
is  a  valid  basis  for  the  exemption  under 
this  section. 

(b)  Products  prepared  by  a  person 
solely  for  administration  to  animals 
owned  by  that  person  shall  be  exempt 
from  ttie  requirement  that  preparation 
be  pursuant  to  an  unsuspended  and 
unrevoked  license. 

[52  FR  30131.  Aug.  13,  1987.  as  amended  at  56 
FR  66783.  Dec.  26,  19911 

§  107.2    Products  under  State  license. 

(a)  The  Administrator  shall  exempt 
from  the  requirement  of  preparation 
pursuant  to  an  imsuspended  and 
unrevoked  USDA  establishment  and 
product  license,  any  biological  product 
prepared  solely  for  distribution  within 
the  State  of  production  pursuant  to  ft 
license  granted  by  such  State  under  a 


580 


Digitized  by  Google 


Animal  and  Pkmt  HeaNh  Inspeclion  Smvice.  USDA 


§108.3 


program  determined  by  the  Adminis- 
trator to  be  consistent  with  the  intent 
of  the  Act  to  prohibit  the  preparation, 
sale,  barter,  exchange,  or  shipment  of 
worthless,  contaminated,  dangerous,  or 
harmful  biological  products. 

(b)  A  request  for  exemption  under 
this  section  must  be  made  by  the  ap- 
propriate State  authority  and  shall  in- 
clude information  demon.strating'  that: 

(1)  The  State  has  the  authority  to  li- 
oenee  viniBes,  senims,  toxins,  and  anal> 
ogous  products  and  establishments 
that  produce  such  products:  and 

(2)  The  State  has  the  authority  to  re- 
view the  purity,  safety,  potency,  and 
efficacy  of  such  products  prior  to  re- 
lease to  the  market:  and 

(3)  The  State  has  the  authority  to  re- 
view product  test  results  to  assure 
compliance  with  applicable  standards 
of  purity,  safety,  and  potency  prior  to 
release  to  the  market:  and 

(4)  The  State  has  the  authority  to 
deal  effectively  with  violations  of 
State  law  reg^ulating  viruses,  serums, 
toxins,  and  analogous  products:  and 

(.5)  The  State  effectively  exercises  the 
authority  specified  in  paragraphs  (b)(1) 
through  (4)  of  this  section  consistent 
with  the  intent  of  the  Act  prohibiting: 
the  preparation,  sale,  barter,  exchange, 
or  shipment  oi  worthless,  contami- 
nated, dangerous,  or  harmftil  viruses, 
serums,  toxins,  or  analogous  products. 

(c)  Each  product  to  be  exempted  and 
each  establishment  preparing  such 
product  shall  be  identified  by  the  State 
and  the  State  shall  g-ive  written  notifi- 
cation to  the  Administrator  of  each 
such  product  and  establishment.  The 
State  shall  also  give  written  notice  to 
the  Administrator  of  each  new  license 
issued  and  of  each  license  terminated. 

(d)  In  order  to  determine  whether  a 
State  exercises  its  authority  with  re- 
spect to  biological  products  and  estab- 
lishments and  vvliether  ilti  laws  and 
regulations  are  being  achieved,  the  Ad- 
ministrator, in  cooperation  with  proper 
State  authorities,  may  conduct  an  on- 
site  pvaluation  of  the  State's  program 
whicii  may  include  inspection  of  estab- 
lishments and/or  products  to  be  in- 
cluded under  the  exemptions  in  this 
section. 

[52  FR  30131.  Auu  .  13.  1987.  fts  amended  at  56 

FK  66783.  Dec.  26.  1991J 


PART  108— FACILITY  REQUIREMENTS 
FOR  UCENSED  ESTABLISHMENTS 

Sec. 

108.1  Applicability. 

108.2  Plot  plans,  blneprinte.  and  legends  re> 

quired. 

108.3  Preparation  of  plot  plane. 

108.4  Preparation  of  hlueprints. 

108.5  Preparation  of  legends. 

108.6  Revision  of  plot  plans,  blueprints,  and 

legends. 

108.7  Filing  of  plot  plans,  blueprints,  and 
legends. 

108.8  Construction  of  buildings. 

108.9  Drpppintr  room?  and  other  facilities. 

108.10  Outer  premises  and  stables. 

106.11  Water  qoali^  reQolrements. 

AUTHORITV:  21  U.S.C.  151-159:  7  CFR  2.22, 
2.80.  and  371.4. 

Source:  39  FR  16854,  May  10,  1974.  unless 
otherwise  noted. 

§10ai  AppUcability. 

Unless  otherwise  authorized  by  the 

Administrator,  all  buildings,  appur- 
tenances, and  equipment  used  in  the 
preparation  of  biological  products  shall 
be  in  compliaace  with  the  regulations 
in  this  part.  Each  land  ai-ea  on  which 
such  building's  and  appurtenances  are 
located  shall  be  identified  by  an  ad- 
dress which  shall  appear  on  the  estab- 
lishment license. 

[39  FR  16854.  May  10.  1974.  AS  amended  at  66 
FR  66783.  Dec.  26. 1991] 

8 Plot  plans,  bhiepriiiia,  and  leg- 
ends required. 

Each  applicant  foi'  an  establishment 
license  shall  prepare  a  plot  plan  show- 
ing all  buildings  for  each  particular 
land  area,  blueinrlnts  for  each  building 
used  in  the  preparation  of  biolog'ical 
products  and  legends  containing  a  brief 
description  of  all  activities  in  each 
room  or  area. 

§  108.3    Preparation  of  plot  plans. 

Plot  plans  shall  show  all  ol  the  build- 
ings on  a  particular  land  area,  whether 

or  not  they  are  all  used  for  the  prepa- 
ration and  Initial  shipping:  of  biological 
products:  Provided,  That,  when  a  great 
number  of  buildings  are  on  the  same 

premises,  only  those  surrounding:  the 
buildings  used  for  preparation  and  ini- 
tial shipping   of  biological  products 


581 


Digitized  by  Google 


§108.4 


9  CFR  Ch.  I  (1-1-03  EdMoffO 


shall  be  siiown.  The  presence  of  the  re- 
mainder of  the  buildingrs  may  be  ac- 
counted for  by  a  single  statement  de- 
noting" the  total  number  of  such  build- 
ings not  used  for  the  preparation  or 
Bhippingr  of  biological  prodacts. 

(a^  r;  luce  the  entire  premises  to  any 
standard  scale  on  one  sheet  of  paper 
which  meets  any  of  the  American 
standard  trimmed  sizes.  Indicate  the 
scale  used. 

(b)  Clearly  mark  the  boundaries  of 
the  licensed  premises  and  indicate 
what  marking  denotes  the  boundaries. 
Such  boundaries  shall  coincide  with 
some  readily  apparent  perimeter  line. 
Identify  all  fences,  walls,  or  streets. 

(c)  Show  buildings  as  reduced  dimen- 
sional drawings  in  the  proper  scale  dis- 
tance relationship  with  each  other. 

(d)  Number,  letter,  or  otherwise  iden- 
tify all  buildings  so  that  they  may  be 
correlated  with  the  respective  blue- 
prints and  legends. 

(e)  Describe  on  the  plot  phm  the  use 
of  immediate  adjacent  properties  such 
as,  residential  area,  pasture,  box  fac- 
tory, or  the  like. 

(f)  Show  compass  points. 

(g-'*  Show  date  of  preparation, 
(h)  Apply  signature  of  responsible  of- 
ficial of  the  firm. 

§  108.4    F'reparation  of  blueprints. 

(a)  Blueprints,  drawn  to  any  suitable 
scale,  on  regular  blueprint  paper  or  a 
good  grade  of  white  paper  of  any  one  of 
the  American  standard  trimmed  sizes 
shall  be  acceptable:  Provided,  That  the 
same  scale  shall  be  used  for  future  revi- 
sions unless  the  entire  blueprint  is  re- 
vised. Indicate  the  scale  used. 

(b)  Use  a  sint4le  sheet  of  paper  for 
each  floor  of  all  buildings  in  which  bio- 
logical products  are  prepared.  Illus- 
trate in  detail  the  areas  in  each  build- 
ing utilized  for  such  preparation. 

(c>  If  only  a  portion  of  a  floor  is  used 
in  the  preparation  of  a  biologrical  prod- 
uct, the  blueprint  .shall  illustrate  the 
entire  floor  in  essentially  the  same  de- 
tail thi'oughout.  All  functions  or  ac- 
tivities performed  in  the  remainder  of 
the  floor  shall  be  indicated. 

(d)  Identify  the  floors  if  the  drawing 
is  not  for  all  floors  in  a  multiple-story 
building  and  identic  activities  on  each 
floor. 


(e)  Identify  all  rooms  by  letters  or 
numbers. 

(f)  Show  the  location  of  important 

stationary  equipment  by  a  suitable 
code  which  will  be  further  identified  on 
legends. 

(g)  Explain  on  the  blueprint  or  on  the 
legend,  by  a  statement  or  listing-, 
which  rooms  are  equipped  with  water 
outlets,  drains,  and  lighting.  Show  the 
location  of  doors  and  windows. 

(h)  Show  compass  points. 

(i)  Show  building  number, 
(j)  Show  date  of  preparation. 

(k)  Apply  signature  of  responsible  of- 
ficial of  firm. 

§  108.5    Preparation  of  legends. 

A  brief  description  of  the  activities 
performed  in  each  room  or  area  shall 

be  prepared  as  provided  in  this  section 
and  shall  be  referred  to  as  a  legend. 
Legends  shall  be  provided  for  each  plot 
plan  and  each  blueprint  or  drawing.  All 
pages  of  the  legends  shall  be  numbered, 
identified  with  corresponding  plot  plan 
or  blueprint,  and  submitted  in  booklet 
form  either  stapled  together  or  clipped 

into  a  suital)].  fo!il.'i 

(a)  Plot  plan  legends  shall  show  the 

following: 

(1)  Number  of  each  building  and  the 
functions  performed  in  each:  Provided, 

That  if  it  is  a  multiple-story  building 
in  which  biological  products  are  pre- 
pared or  handled,  briefly  describe  func- 
tions performed  on  each  floor. 

(2)  A  practical  and  nontechnical  de- 
scription of  construction  materials 
used  throughout  those  buildings  used 
entirely  or  partially  for  production  and 
handling-  of  biological  products. 

(b)  Blueprint  legends  shall  show  the 
following: 

(1)  A  listing  of  all  rooms  by  identi- 
fying letters  or  numbers  and  the  frac- 
tions pi  epared  in  each.  Exceptions  may 
be  listed  for  general  puipose  areas  or 
rooms.  Functions  performed  in  each 
ai'oa  and  I'oom  .shall  be  described, 
whether  the  licensed  or  unlicensed 
products.  In  rooms  where  products  ai*e 
exposed  to  the  snrroundli^,  a  descrip- 
tion of  decontamination  procedures 
and  othnr  precautions  against  cross 
contamination  shall  be  included. 

(2)  A  listing  of  the  coded  stationary 
equipment. 
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(^)  A  g-eneral  listins:  of  other  essen- 
tial biological  equipment  such  as  mills, 
centrlftifires,  mixliig  tanks,  bottling  and 
sealing  equipment,  and  the  like,  which 
are  not  resrarcled  as  stationary  but  are 
maintained  in  certain  rooms. 

[39  FR  16854,  May  10,  1974,  as  ameuded  at  40 
FR  51413.  Nov.  5.  1975;  SO  PR  50764,  Dec.  12, 
1966] 

108.6  Revision  of  plot  plans,  blue- 
prints, and  legends. 

Preliminary  drawings  may  be  sub- 
mitted to  Animal  and  Plant  Health  In- 
spection Service  for  comment  prior  to 
constmction  of  new  facilities  or  when 
remodeling  is  anticipated,  old  facilities 
are  to  be  torn  down,  or  other  changes 
affecting  the  workflow  are  to  be  made. 
The  licensee  shall: 

(a)  Prepare  revised  plot  plans,  blue- 
prints, or  legends  and  submit  to  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice for  review  and  filing  when  changes 
have  boon  completed.  Also  prepare  a 
statement  to  accompany  each  revision 
to  identify,  by  date  of  the  superseded 
item,  what  is  being  superseded. 

(b)  Prepare  a  drawing  of  the  revised 
rooms,  unit,  or  section  to  the  same 
scale  as  the  blueprint  on  file  which 
shall  be  stamped  and  applied  to  the  ex- 
isting blueprint.  If  changes  are  numer- 
ous, prepare  a  new  blueprint. 

(c)  Drawings  of  new  buildings  may  be 
added  to  existing  plot  plans.  Indicate 
the  distance  from  surrounding  build- 
ings and  boundary  lines. 

(d)  Any  change  prescribed  in  this  sec- 
tion shall  necessitate  a  change  in  one 
or  more  pages  of  the  respective  leg- 
ends. The  revised  pages  shall  carry  the 
same  numbers  as  saperaeded  pages. 

L39  FR  16854,  May  10,  1974,  as  amended  at  56 
FR  66783,  Dec.  26, 1991} 

§108.7   Filing  of  plot  plans,  blueprints, 
and  li»gifiMfTt 

Three  copies  of  all  plot  plans,  blue- 
prints, and  legends,  including  revi- 
sions, shall  be  submitted  to  Animal 
and  Plant  Health  &iBpectlon  Service 
for  review  and  filing.  When  the  re- 
viewer takes  exception  to  a  submitted 
item,  such  item  shall  be  returned  with 
appropriate  comments  for  correction 
and  resubmis.sion.  Acceptable  submis- 
sions shall  be  stamped  as  filed  and  the 
date  noted.  One  stamped  copy  shall  be 


returned  and  two  copies  retained  for 
Animal  and  Plant  Health  Inspection 
Service  files. 

[39  FR  16854,  May  10,  1974,  as  amended  at  56 
FR  66783.  Dec.  26, 1991] 

§  108.8    Construction  of  buildings. 

(a)  The  floors,  walls,  ceilings,  parti- 
tions, posts,  doors,  and  all  other  parts 

of  all  structures,  rooms,  or  facilities 
used  for  the  preparation  of  biological 
products  or  ingredients  of  biological 
products  at;  licensed  establishments 
shall  be  of  sdch  material,  construction, 
and  finish  as  may  be  readily  and  thor- 
oughly cleaned. 

(b)  All  rooms  used  in  connection  with 
the  preparation  of  biological  products 
shall  be  so  constructed  and  arranged  as 
to  prevent  cross-contamination  of  such 
biological  products.  Halls  or  walkways 
shall  be  provided  for  the  movement  of 
poi'sor.nol  or  materials  to  each  biologi- 
cal products  preparation  area  without 
going  thi^ough  another  such  area. 

(c)  Rooms  or  compartments  separate 
from  the  remainder  of  the  establish- 
ment shall  be  provided  at  licensed  es- 
tablishments for  preparing,  handling, 
and  storing  virulent  or  dangerous 
microorganislms  and  products. 

(d)  All  rooms  and  compartments  at 
licensed  establishments  shall  have  an 
adequate  air  handling  system  to  supply 
proper  ventilation  sufficient  to  insure 
sanitary  and  hygienic  conditions  for 
the  protection  of  the  products  and  per- 
sonnel. , 

(e)  The  supply  of  hot  and  cold  water 
at  licensed  establishments  shall  be 
ample  and  clean.  Adequate  facilities 
shall  be  provided  for  the  distribution  of 
water  in  each  establishment  and  for 
the  washing  of  all  containers,  machin- 
ery, instruments,  other  eciuipnieiiL  and 
animals  used  in  the  preparation  of  a  bi- 
ological product. 

(f)  There  shall  Vje  an  efficient  drain- 
age and  plumbing  system  for  each  li- 
censed establishment  and  premises 
thereof,  and  all  drains  and  gutters 
shall  be  properly  installed  with  ap- 
proved traps  and  vents. 

S108.9  Dressing  rooms  and  oCh«*  fa- 
cilities. 

Each  licensed  establishment  shall 
have  dressing  rooms,  toilet  facilities. 
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and  lavatory  accommodations,  inclnd- 

ing  hot  and  cold  running:  water,  soap, 
towels,  and  the  like.  They  shall  be  in 
sufficient  number,  ample  in  size,  con- 
veniently located,  properly  ventilated, 
and  meeting  all  requirements  as  to 
sanitary  construction  and  equipment. 

(a)  These  rooms  and  facilities  shall 
l>e  separate  from  rooms  or  compart- 
ments in  which  biological  prodacts  are 
prepared,  handled,  or  stored. 

(b)  These  rooms  and  facilities  shall 
be  so  located  in  the  establishment  as  to 
be  readily  accessible  to  all  persons 
\vithout  havinc:  to  enter  or  pass 
ihiouyh  biological  products  prepara- 
tion areas. 

§  108.10  Outer  prenises  and  stables. 

(a,)  The  outer  premises  of  licensed  es- 
tablishments, embracing  docks,  drive- 
ways, approaches,  yards,  pens,  chutes, 
and  alleys  shall  be  drained  properly 

and  kept  in  a  clean  and  orderly  condi- 
tion. No  nuisance  shall  be  allowed  in 
any  licensed  establishment  or  on  its 
premises. 

(b)  Stables  or  other  premises  for  ani- 
mals used  in  the  production  or  testing 
of  biological  products  at  licensed  es- 
tablishments shall  be  properly  venti- 
lated and  li^-hted.  appropriately 
drained  and  guttered,  and  kept  in  sani- 
tary condition. 

(c)  Every  practical  precaution  shall 
be  taken  to  keep  licensed  establish- 
ments free  of  flies,  rats.  mice,  and 
other  vermin.  The  accumulation,  on 
the  premises  of  an  establishment,  of 
any  material  in  which  flies  or  other 
vermin  may  breed  is  forbidden.  Suit- 
able arrangements,  in  keeping  with  the 
local  health  practices,  shall  be  made 
for  the  disposal  of  all  reftise. 

§108.11  Water  quality  requirauMKts. 

A  certification  fh>m  the  appropriate 
water  pollution  control  agency,  that 
the  establishment  is  in  compliance 
with  applicable  water  quality  control 
standards,  pursuant  to  section  401  of 
the  Federal  Water  Pollution  Control 
Act.  as  amended  (86  Stat.  877:  33  U.S.C. 
1341),  shall  be  filed  with  Animal  and 
Plant  Health  Inspection  Service  for 
each  licensed  establishment. 

[39  FR  16854,  lAay  10,  1974,  as  amended  at  56 
FR66783,  Dec.  26, 1991] 


PART  109— STERILIZATION  AND 
PASTEURIZATION  AT  LICENSED 
ESTABLISHMENTS 

Sec. 

109.1  Equipment  and  the  like. 

109.2  Sterillsera. 
100.8  Pasteurizers. 

Authorfty:  21  U.S.C.  151-150;  7  CPR  2.22, 
2.80.  and  371.4. 

§1<NUI  BqnipiiMnt  and  the  Uke. 

(a)  All  containers,  instnunents.  and 

other  apparatus  and  equipment,  before 
being  used  in  preparing,  handling,  or 
storing  biological  products,  at  a  li- 
censed establishment,  except  as  other- 
wise prescribed  herein,  shall  he  thor- 
oughly sterilized  by  live  steam  at  a 
temperature  of  at  least  120  °C.  for  not 
less  than  one-half  hour,  or  by  dry  heat 
at  a  temperature  of  at  least  160  °C.  for 
not  less  than  one  hour.  If  for  any  rea- 
son such  methods  of  sterilization  are 
impracticable,  then  a  process  known  to 
be  equally  f^fficacious  in  destroying 
microorganisms  and  their  spores  may 
be  substituted  after  approval  by  the 
Administrator. 

(h)  Instruments  which  are  found  to  be 
damaged  by  exposui'e  to  the  degree  of 
heat  prescribed  in  this  section,  after 
having  been  thoroughly  cleaned,  may 
be  sterilized  by  boiling  for  not  less 
than  15  minutes. 

[23  FR  10051.  Dec.  23.  1958.  as  amended  at  34 
FR  18119,  Nov.  11.  1969;  56  FR  66783.  Dec.  26, 
1901] 

§  109.2  Sterilizers. 

Steam  and  dry-heat  sterilizers  used 
in  connection  with  the  processing  of  bi- 
ological products  at  licensed  establish- 
ments .shall  be  equipped  with  auto- 
matic temperature  recording  gauges: 
Provided,  That  other  record  keeping 
systems  may  be  used  when  approved  by 
the  Administrator.  When  gauges  are 
used,  they  shall  be  periodically  stand- 
ardized to  assure  accuracy.  Charts  and 
other  temperature  records  made  during 
production  shall  be  available  at  all 
times  charts  and  records  shall  be  kept 
in  accordance  with  part  116  of  this 
chapter. 

(35  FR  16039.  Oct.  13.  1970.  as  amended  at  66 
FR  66783.  Dec.  26. 1901] 
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All  pasteurizing  equipment  shall 
meet  the  requirements  in  paragrraphs 
(a),  (b),  and  (c>  of  this  section  and  be 
acceptable  to  Animal  and  Plant  Health 
Inspection  Service. 

(a)  Metal  serum  containers  shall  be 
used  in  licensed  establishments.  During 
the  heating  process,  each  container 
shall  be  surrounded  by  a  separate 
water  Jacket  or  equivalent  so  that  the 
entire  container,  including  its  lid,  is 
heated  to  the  required  temperature. 
Each  Bemm  container  shall  be  equipped 
with  a  motor-driven  agitator  and  a  sep- 
arate automatic  recording  thermom- 
eter. 

(b)  Each  water  bath  shall  have  an 
automatic  temperature  control  to 
limit  tho  temperature  of  the  water  to  a 
maximum  of  62  °C..  an  automatic  re- 
cording thermometer,  an  indicating 
thermometer  set  in  a  fixed  position, 
and  circulating  mechanism  adequate  to 
Insure  equal  temperatures  throughout 
the  bath.  The  heating  unit  for  the  bath 
shall  be  separated  from  the  serum  con- 
tainer and  the  water  jacket. 

(c^  Accurate  thermometers  at  li- 
censed establishments  shall  be  used  at 
frequent  intervals  to  check  tempera- 
tures Of  the  serum  as  registered  by  re- 
cording thermometers. 

[35  FR  16039.  0(  t.  13.  1970.  as  amended  at  66 
FR  66783,  Dec.  26. 1991] 


PART  1 12— PACKAGING  AND 
LABEUNG 

Sec. 

112.1  General. 

112.2  Final  container  label,  carton  label, 
and  enclosure. 

112.3  Dilnont  labels. 

112.4  Subiiidiaries.   divisions,  distributors, 
and  permittees. 

112.5  Review  and  appi'oval  of  laViclinf?. 

112.6  PackaH:inR  hiolog^ical  pi  oducls. 

112.7  Special  additional  requirements. 

112.8  For  exgtat  only. 

112.9  BioloK-ical  products  imported  for  re- 
search and  evaluation. 

112.10  Special  packaging  and  labeling. 

Authority:  21  U.S.C.  151-158;  7  CFR  2.22. 
2.80,  and  371.4. 

Source:  38  FR  12094,  May  9,  1973,  unless 
otherwise  noted. 


§118.1  GeneraL 

(a)  Unless  otherwise  authorized  or  di- 
rected by  the  Administrator,  each  bio- 
logical product  prepared  at  a  licensed 
establishment,  or  Imported,  shall  be 
packaged  and  labeled  as  prescribed  in 
this  part  before  it  is  removed  from  the 
licensed  estabilsliment  or  presented  for 
importation:  Provided,  That  biological 
products  to  be  imported  for  research 
and  evaluation  shall  be  subject  to 
packaging  and  labeling  requirements 
in  §  112.9.  Provided  further.  That,  unless 
otherwise  exempted,  all  preparation, 
including  packaging  and  labeling,  of  bi- 
ological products  shall  only  be  per- 
formed in  a  licensed  establishment 
under  an  approved  Outline  of  Produc- 
tion. 

(b)  No  person  shall  apply  or  affix  to 
or  include  with,  or  cause  to  be  applied 
or  afflzed  to  or  included  with,  any  car- 
ton or  final  container  of  a  bioloirical 
product,  any  label,  stamp,  mark  or 
statement  that  is  false  or  misleading  in 
any  particular,  Is  not  in  compllaace 
with  the  regulations,  or  is  not  ap- 
proved by  APHIS. 

(c)  No  person  shall  alter,  mark  or  re- 
move any  approved  labeling  affixed  to 
or  included  with  any  biologrical  product 
prior  to  selling  or  otherwise  distrib- 
uting such  product.  In  addition,  no  per- 
son shall  mark  any  carton,  other  con- 
tainer, or  final  container  of  a  biologi- 
cal product  ?o  as  to  falsify  the  labeling, 
make  it  misleading,  or  cause  it  to  be  il- 
legible. 

(d)  Labels  that  are  stamped,  printed 

or  glued  directly  on  cartons,  other  con- 
tainers, or  final  containers  shall  be  letr- 
ible  throughout  the  dating  period.  Bio- 
logical products  bearing  labels,  which 

have  been  altered,  mutilated,  de- 
stroyed, obliterated  or  removed,  shall 
be  withheld  from  the  market. 

138  FR  12094.  May  9.  1973.  as  amended  at  59 
FR  43445,  Augr.  34,  1994] 

§112.2   Final  container  label,  carton 
label,  and  eiudonure. 

(a)  Unless  I  otherwise  provided,  final 
container  labels,  carton  labels,  and  en- 
closures Cinserts.  circulars,  or  leafl-  1  ^ 
shall  include  the  information  speLiiied 
in  this  section. 

(1)  The  principal  part  of  the  true 
name  of  the  biological  product  which 
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name  shall  be  identical  with  that 

shown  in  the  product  license  under 
which  such  product  is  prepared,  or  the 
permit  under  which  it  is  imported, 
shall  be  prominently  lettered  and 
placed  friving  equal  emphasis  to  each 
word  composing  it.  Descriptive  terms 
used  in  the  true  name  on  the  product 
license  or  permit  shall  also  appear.  Ab- 
breviations of  the  descriptive  terms 
may  be  used  on  the  final  container 
label  if  complete  descriptive  terms  ap- 
pear on  a  carton  label  and  enclosures; 

(2)  If  the  bloloffical  product  is  pre- 
pared in  the  United  States,  the  name 
and  address  of  the  producer  (licensee  or 
sabsidlary)  or  if  the  biological  prodnot 
is  prepared  in  a  foreign  countryp  ttke 
name  and  address  of  the  permittee  and 
of  the  foreig'n  producer. 

(3)  The  license  or  permit  number  as- 
signed by  the  Department  which  shall 
be  shown  only  in  one  of  the  following- 
forms  respectively:  "U.S.  Veterinary 

License  No.  or  "U.S.  Vet.  lA- 

cense  No.  or  "U.S.  Vet  Lie.  No. 

 or  "U.S.  Veterinary  Permit  No. 

 ,"  or  "U.S.  Permit  No.  .»* 

(4)  Storage  temperature  rec- 
ommendation for  the  biological  prod- 
uct Stated  as  not  over  45  °F.  or  stated 
as  not  over  7  °C.  or  stated  as  not  over 
46  "F.  or7«»C. 

(5)  Full  instructions  for  the  proper 
use  of  the  product,  including  vaccina- 
tion schedules,  warnings,  cautions,  and 
the  like:  Provided.  That  in  the  case  of 
very  small  final  container  labels  or 
carton,  a  statement  as  to  where  such 
information  is  to  be  found,  such  as 
"See  enclosure  for  complete  direc- 
tions," "Full  directions  on  carton,**  or 
comparable  statement; 

(6)  In  the  case  of  a  multiple-dose 
final  container,  a  warning  to  use  entire 
contents  when  first  opened:  Provided, 
That  a  diagnostic  or  a  desensitizing 
antigen  packaged  in  a  multiple-dose 
final  container  is  exempt; 

(7)  If  the  biological  product  contains 
viable  or  dangerous  organisms  or  vi- 
ruses, a  warning  to  "Burn  this  con- 
tainer and  all  unused  contents,**  except 
that  in  the  case  of  a  small  one-dose 
container,  the  statement  "  Burn  this 
container"  or  "Burn  this  vial"  may  be 
used. 

(8)  In  the  case  of  a  biological  product 
recommended  for  use  in  domestic  ani- 


mals, the  edible  portion  of  which  may 
be  used  for  food  purposes,  a  with- 
holding statement  of  not  less  than  21 
days  to  read:  "Do  not  vaccinate  within 
(insert  number)  days  before  slaughter** 
or  "Do  not  vaccinate  food-producing 
animals  within  ^insert  number)  days 
before  slaughter":  Provided,  That 
longer  periods  shall  be  stated  when 
deemed  necessary  by  the  Adminis- 
trator. Very  small  final  container  la- 
bels are  exempted  from  this  require- 
ment. 

(9)  The  following  information  shall 
appear  on  the  final  container  label  and 
carton  label,  if  any,  but  need  not  ap- 
pear on  the  enclosure: 

(i)  A  permitted  expiration  date; 

(li)  The  number  of  doses  where  appli- 
cable; 

(ill)  The  recoverable  quantity  of  the 

content  of  each  final  container  stated 
in  cubic  centimeters  (cc.)  or  milliliters 
(ml.)  or  units. 

(iv)  A  serial  number  hy  which  the 
product  can  be  identified  with  the  man- 
ufacturer's records  of  preparation:  Pro- 
vided, That  when  a  liquid  antigenic 
fraction  is  to  be  used  Instead  of  a  water 
diluent  for  one  or  more  desiccated  an- 
tigenic fractions  in  a  combination 
package,  a  hyphenated  serial  number 
composed  of  a  serial  number  for  the 
desiccated  fraction  and  the  serial  num- 
ber for  the  liquid  fraction  shall  be  used 
on  the  carton; 

(10>  In  the  case  of  a  product  which 
contains  an  antibiotic  added  during  the 
production    process,    the  statement 

"Contains  as  a  preservative,"  or 

an  equivalent  statement  indicating  the 
antibiotic  added  shall  appear  on  car- 
tons and  enclosures  if  used:  Provided, 
That  if  cartons  are  not  used,  such  in- 
formation shall  appear  on  the  final 
container  label; 

(11)  The  number  of  final  containers  of 
biological  product  and  the  number  of 
doses  in  each  final  container  shall  be 
stated  on  each  carton  label  for  all  car- 
tons containing  more  than  one  final 
container  of  biological  product.  The 
number  of  final  containers  of  diluent,  if 
any.  and  the  quantity  in  each  shall 
also  be  stated  on  each  carton  label. 

(b)  Labels  may  also  include  any  other 
statement  which  is  not  false  or  mis- 
leading and  may  include  factual  state- 
ments regarding  variable  response  of 
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different  animals  when  vaccinated  as 
directed  but  may  not  include  dis- 
claimers of  merchantability,  fLtaess  for 
the  purpose  ofXwed,  or  responsibility 

for  the  product. 

(c)  Labels  of  biological  products  pre- 
pared at  licensed  establishments  or  im- 
ported shall  not  include  any  statement, 
design,  or  device,  which  overshadows 
the  true  name  of  the  product  as  li- 
censed or  which  is  false  or  misleading 
in  any  particular  or  which  may  other- 
wise deceive  the  purchaser. 

(d)  Carton  labels  and  enclosures  shall 
be  subject  to  paragraph  (d)(1),  (d)(2), 
and  (dK3>  of  this  section. 

(1)  The  statement.  "Restricted  to  use 
by  or  under  the  direction  of  a  veteri- 
narian "  or  "Restricted  to  use  by  a  vet- 
erinarian,** shall  be  used  on  all  carton 
labels  and  enclosures  when  such  re- 
striction is  prescribed  on  the  product 
license. 

(2)  If  the  licensee  states  on  the  car- 
ton labels  and  enclosures  of  a  product 
that  its  sales  are  restricted  to  veteri- 
narians, then  the  entire  production  of 
that  particular  product  in  the  licensed 
establishment  shall  be  so  restricted  by 
the  licensee. 

(3)  The  statement  "For  veterinary 
use  only**  or  an  equivalent  statement 
may  appear  on  the  carton  labels  and 
enclosures  for  a  product  if  such  state- 
ment is  being  used  to  indicate  that  the 
product  Is  recommended  specifically 
for  animals,  and  not  for  humans. 

(e)  When  label  requirements  of  a  for- 
eign country  conflict  with  the  require- 
ments as  prescribed  in  this  part,  spe- 
cial labels  may  be  approved  for  use  on 
biological  products  to  be  exported  to 
such  country.  When  laws,  regulations, 
or  other  requirements  of  foreign  coun- 
tries require  exporters  of  biological 
products  prepared  in  a  licensed  estab- 
lishment to  furnish  official  certifi- 
cation that  such  products  have  been 
prepared  in  accordance  with  the  Virus- 
Serum-Toxin  Act  and  regulations 
issued  pursuant  thereto,  such  certifi- 
cation may  be  made  by  Animal  and 
Plant  Health  Inspection  Service  upon 
request  of  the  licensee. 

(f)  If  a  carton  label  or  an  enclosure  is 
required  to  complete  the  labeling  for  a 
multiple-dose  final  container  of  liquid 
biological  product,  only  one  final  con- 
tainer shall  be  packaged  in  each  car- 


ton: Prorided,  That  if  the  multiple-dose 
final  container  is  fully  labeled  without 
a  carton  label  or  enclosure,  two  or 
more  final  containers  may  be  packaged 
in  a  single  carton  which  shall  be  con- 
sidered a  shipping  box.  Labels  or  stick- 
ers for  shipping  boxes  shall  not  contain 
false  or  misleading  information  but 
need  not  be  submitted  for  approval. 

(Approved  by  the  Office  of  Manatrement  and 
Budget  under  c  ontrol  numbei-  0579-0013) 

L38  FR  12094,  May  9,  1973,  as  amended  at  39 
FR  168S6.  May  10,  1974;  41  FR  44359.  Oct.  8, 
1976;  42  FR  11825,  Mar.  1.  1977;  42  FR  29854. 
June  10,  1977;  42  FR  41850.  Aug.  19,  1977;  48  FR 
67473,  Dec.  90,  1963:  56  FR  66784,  Dec.  26.  1991] 

§  112.3   Diluent  labels. 

Each  final  container  of  diluent,  other 
than  a  liquid  biological  product,  pack- 
aged with  desiccated  biological  prod- 
ucts shall  bear  a  label  that  includes  the 
following: 

(a)  The  name — Sterile  Diluent. 

(b)  True  name  of  the  biological  prod- 
uct with  which  the  diluent  is  packaged, 
except  that  when  the  firm  packages  all 
desiccated  biological  products  with  the 
same  diluent,  or  two  or  more  types  of 
diluent  are  used,  and  the  licensees* 
methods  of  identification  and  storage 
insure  that  all  products  are  packaged 
with  the  correct  tjrpo  of  diluent,  labels 
affixed  to  the  containers  of  diluent  are 
exempt  from  this  provision. 

(c)  The  recoverable  quantity  of  con- 
tents in  cubic  centimeters  (cc)  or  milli- 
liters (ml). 

(d)  A  serial  number  by  which  the  dil- 
uent can  be  identified  with  the  manu- 
facturer*s  records  of  preparation; 

(e)  Name  and  address  of  the  licensee 
or  the  permittee; 

(f)  In  the  case  of  a  diluent  with  which 
a  desiccated  biological  product  is  to 
come  in  contact  while  the  diluent  is  in 
its  original  container;  and, 

(1)  Is  in  a  multiple-dose  container,  a 
positive  warning  that  all  of  the  biologi- 
cal product  shall  be  used  at  the  time 
the  container  is  first  opened;  and/or 

(2)  The  biological  product  Is  com- 
posed of  viable  or  dangerous  oi^anisms 
or  viruses,  the  notice.  "Burn  this  con- 
tainer and  all  unused  contents,  except 
that,  in  the  case  of  a  small  one-dose 
container,  the  statement  "Burn  this 
container"  or  "Bum  this  vial"  may  be 
used. 
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(g)  The  establishment  license  ntimber 
or  the  permit  number,  as  the  case  may 
be,  in  one  of  the  forms  provided  In 

§112.2(a)(3). 

[38  FR  12094.  May  9.  1973:  38  FR  13476.  May  22, 
1973,  and  amended  at  39  FR  IGSoii,  May  10. 
1974] 

§112.4   Subsidiaries,     divisions,  dis- 
tribatora,  and  permittees. 

Labels  used  by  subsidiaries,  divi- 
sions, distributors,  and  permittees 
shall  be  affixed  by  the  licensee  in  a  li- 
censed establishment  where  the  prod- 
net  is  produced.  Such  labels  shall  com- 
ply with  requirements  for  their  review, 
approval,  and  filing  as  provided  in  the 
regulations. 

(a)  Subsidiaries.  Labels  to  be  used  on 
a  licensed  biological  product  prepared 
by  a  subsidiary  operating  In  a  licensed 
establishment  shall  be  submitted  in  ac- 
cordance with  §112.5.  Only  labels  ap- 
proved for  use  on  such  product  shall  be 
used  by  the  subsidiary. 

(h^  Divisions.  Labels  to  be  used  on  a 
licensed  biological  product  prepared  in 
a  licensed  establishment  for  distribu- 
tion by  a  division  or  marketing  unit  of 
the  licensee  shall  be  submitted  in  ac- 
cordance with  §112.5.  The  name,  ad- 
dress, and  license  number  of  the  li- 
censee shall  be  prominently  placed  on 
such  labels.  The  relationship  of  the  di- 
vision or  marketing  unit  to  the  li- 
censee shall  appear  prominently  on  the 
label  by  use  of  the  term  **division  of* 
or  equivalent. 

(c)  Distributors.  The  name  and  address 
of  the  distributor  or  any  statement,  de- 
sign, or  device  shall  not  be  placed  on 
the  labels  or  containers  of  a  licensed 
biological  product  in  a  manner  which 
could  be  false  or  misleading  or  which 
could  indicate  that  the  distributor  is 
the  manufacturer  of  such  product  or 
operating  under  the  license  number 
shown  on  the  label.  The  manufacturer 
shall  be  identified  by  name,  address, 
and  license  number  with  the  term 
''manufactured  by,"  'produced  by,"  or 
an  equivalent  term  prominently  placed 
in  connection  therewith.  The  name  and 
address  of  the  distributor  may  be 
placed  on  labels  or  containers  if  the 
term  "distributor.**  or  '^distributed 
by,"  or  an  equivalent  term  Is  promi- 
nently placed  in  connection  therewith. 


(d)  Permittees.  The  name  and  address 

of  the  permittee  and  any  statement, 
design,  or  device  shall  not  be  placed  on 
the  labels  or  containers  of  a  biological 
product  imported  for  sale  and  distribu- 
tion in  accordance  with  1104.5  in  a 
manner  which  could  be  false  or  mis- 
leading or  which  could  falsely  indicate 
that  the  permittee  is  the  manufacturer 
of  such  product.  The  manufacturer 
diall  be  identified  by  name  and  address 
with  the  term  "manufactured  by," 
"produced  by."  or  an  equivalent  term 
prominently  placed  in  connection 
thfirewlth.  Reference  to  the  permittee 
shall  be  made  by  name,  address,  and 
permit  number  with  the  term  "im- 
ported by."  "produced  for."  or  an 
equivalent  term  prominently  placed  in 
connection  therewith. 

150  FR  46417,  Nov.  8,  1985.  as  amended  at  59 
FR  43445,  Aug.  24, 1994] 

§112.5  Review  and  approval  of  label- 
ing. 

Labels  used  with  biological  products 
prepared  at  licensed  establishments  or 

imported  for  general  distribution  and 
sale  must  be  submitted  to  the  Animal 
and  Plant  Health  Inspection  Service 
for  review  for  compliance  with  the  reg- 
ulations and  approval  in  writing  prior 
to  use,  except  as  provided  in  paragraph 
(c)  of  this  section  and  under  the  master 
label  system  provided  in  paragraph  (d) 
of  this  section. 

(di)  Transmittal  forms,  furnished  by 
Animal  and  Plant  Health  Inspection 
Service  upon  request,  shall  be  used 
with  each  submission  of  sketches  (in- 
cluding proofs)  and  labels.  Separate 
forms  shall  be  used  for  each  biological 
product  but  only  one  copy  of  the  form 
shall  be  used  for  all  sketches  and  labels 
submitted  at  the  same  time  for  the 
same  biological  product* 

(b)  Sketches  may  be  submitted  for 
comment  to  Animal  and  Plant  Health 
Inspection  Service  by  the  licensee  or 
permittee  before  preparing  the  finished 
label.  Such  sketches  shall  be  returned 
to  the  licensee  or  permittee  with  com- 
ments, if  any.  Failure  of  the  reviewer 
to  take  exception  to  a  sketch  shall  not 
constitute  approval  of  a  Ctnished  label 
subsequently  prepared. 
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(c)  (1)  Labels  must  be  submitted  lo 
the  Animal  and  Plant  Health  inspec- 
tion Service  for  review  and  written  ap- 
IHTOval.  Only  labels  which  are  approved 
as  provided  in  §  112.5(d)  may  be  used. 
When  changes  are  made  in  approved  la- 
bels, the  new  labels  shall  be  subject  to 
review  and  approval  before  use:  Pro- 
vided, That  certain  minor  chanpes  may 
be  made  in  labels  for  products  with  np- 
proved  iabela  or  master  labels,  aud  Llie 
revised  labels  may  be  used  prior  to  re- 
view by  APHIS,  with  the  provi.'^inn  that 
a  new  label  or  master  label  ijoaring 
these  changes  is  submitted  to  APHIS 
for  review  and  written  approval  within 
60  days  of  label  use.  and  that  such 
minor  changes  do  not  render  the  prod- 
uct mislabeled  or  the  label  false  and 
mlsleadlngr  in  any  particular. 

(2)  Minor  label  changes  that  may  be 
made  under  the  provision  for  products 
with  approved  labels  or  master  labels 
are: 

(I)  Changes  in  the  physical  dimen- 
sions of  the  label  provided  that  such 
change  does  not  affect  the  legibility  of 
the  label; 

(II)  Change  in  the  col  or  of  label  print, 
provided  that  such  change'  does  not  af- 
fect the  legibility  of  the  label; 

(ill)  The  addition  or  deletion  of  a 
Trade  Mark  (TM)  or  Registered  (R) 
symbol; 

(iv)  The  correction  of  typographical 

errors; 

(V)  Adding  or  changing  label  control 

numbers  of  bar  codes:  and 

(vi)  Revising  or  updating  logos. 

(d)  Labels  and  sketches  submitted 
shall  be  prepared  in  the  nxunber  and 
manner  prescribed  in  this  paragraph. 

(1)  Copies  required: 

(i)  For  label  sketches,  submit  two 
copies  of  each  sketch  of  a  final  con- 
tainer label,  carton  label,  and  enclo 
sure.  Sketches  must  be  legible,  and 
must  include  all  information  specified 
in  §112.2.  One  copy  of  each  sketch  will 
be  returned  with  applicable  comments, 
and  one  copy  will  be  held  on  file  by 
APHIS  for  no  more  than  one  year  after 
processing,  until  replaced  by  a  finished 
label:  Provided,  That  sketches  sub- 
mitted in  support  of  an  application  for 
a  license  or  permit  shall  be  held  as  long 
as  the  application  Is  considered  active. 

(ii)  For  master  label  sketches,  sub- 
mit for  each  product  two  copies  of  each 


sketch  of  an  enclosure,  label  for  the 
smallest  size  final  container,  and  car- 
ton label;  Provided,  That  labels  for 
larger  size  containers  and/or  cartons 
that  are  identical,  excep'  frr  physical 
dimensions,  need  not  be  submitted.  One 
copy  of  each  master  label  sketch  will 
be  returned  with  applicable  oonunents, 
and  one  copy  wUl  be  held  on  file  by 
APHIS  for  one  year  after  processing, 
until  replaced  by  a  finished  master 
label  that  is  submitted  according  to 
|112.5(d)(l)(iii):  Provided,  That  master 
label  sketches  submitted  in  support  of 
an  application  for  license  or  permit 
shall  be  held  as  long  as  the  application 
is  considered  active. 

(iii)  For  finished  labels,  submit  three 
copies  of  each  finished  final  container 
label,  carton  label,  and  enclosure:  Pro- 
vided, That  when  an  enclosure  is  to  be 
used  with  more  than  one  product,  one 
extra  copy  shall  be  submitted  for  each 
additional  product.  Two  copies  of  each 
finished  label  will  be  retained  by 
APHIS.  One  copy  will  be  stamped  and 
returned  to  the  licensee.  Labels  to 
which  exceptions  are  taken  shall  be 
marked  as  sketches  and  handled  under 
|112.5(d)(l)(l). 

(iv)  For  finished  master  labels,  sub- 
mit for  each  product  three  copies  each 
of  the  enclosure  and  the  labels  for  the 
smallest  size  final  container  and  car- 
ton. Labels  for  larger  sizes  of  con- 
tainers or  cartons  of  the  same  product 
that  are  identical,  except  for  physical 
dimensions,  need  not  be  submitted. 
Such  labels  become  eligible  for  use, 
concurrent  with  the  approval  of  the  ap- 
propriate finished  master  label:  Pro- 
vided, That  the  marketing  of  larger 
sizes  of  final  containers  is  approved  in 
the  filed  Outline  of  Production,  and  the 
appropriate  larger  sizes  of  containers 
or  cai'tons  are  identified  on  the  label 
mounting  sheet.  When  a  master  label 
enclosure  is  to  be  used  with  more  than 
one  product,  one  extra  copy  for  each 
additional  product  shall  be  submitted. 
Two  copies  bf  each  finished  master 
label  will  be  retained  by  APHIS.  One 
copy  will  be  stamped  and  returned  to 
the  licensee.  Master  labels  to  which  ex- 
ceptions are  taken  will  be  marked  as 
sketches  and  handled  under 
§112.5(d)(lviiV 

(2)  Mounting: 
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(1)  Bach  label  or  sketch  shall  be  se- 
curely fastened  to  a  separate  sheet  of 
heavy  bond  paper  (SV/'  x  11")  in  such  a 
manner  that  all  information  is  avail- 
able for  review. 

(ii)  Two-or  three-part  cartons,  in- 
cluding "sleeves."  shall  be  considered 
as  one  label.  All  parts  shall  be  sub- 
mitted together. 

(iliKA)  When  two  final  containers  are 
packag^ed  tot^ethor  in  n  combination 
package,  the  labels  for  each  shall  be 
mounted  on  the  same  sheet  of  x>aper 
and  shall  be  treated  as  one  label.  For 
diagnostic  test  kits,  the  labels  for  use 
on  the  individual  reagent  containers  to 
be  included  in  the  kit  shall  be  mounted 
together  on  a  single  sheet  of  paper,  if 
possible;  if  necessary,  a  second  sheet  of 
paper  may  be  used.  The  carton  label 
and  enclosure  shall  be  mounted  on  sep- 
arate individual  sheets. 

(B)  If  either  final  container  label  is 
also  used  alone  or  in  another  combina- 
tion package,  sets  of  separate  labels  for 
each  biological  product  with  which  it  is 
used  shall  be  submitted  for  review. 

(iv)  When  the  same  final  container 
label  is  applied  by  different  methods 
such  as  paper  or  screen  printing,  one  of 
each  shall  be  mounted  on  the  same 
sheet  of  paper  as  one  submission. 

(3)  To  appear  on  the  top  of  each  page; 
(iXA)  Name  and  product  code  number 

of  the  biological  product  as  it  appears 
on  the  product  license  or  permit. 

(B)  Extra  copies  of  enclosures  to  be 
used  with  another  product  shall  bear 
the  name  and  code  number  of  the  prod- 
uct affected. 

(ii)  (A)  Designation  of  the  specimen  as 
a  label  or  master  label:  sketch,  final 
container  label,  carton  label,  or  enclo- 
sure. 

(B)  If  two  final  container  labels  or 
multiple  parts  are  on  one  sheet,  each 
shall  be  named,  and  the  label  or  part 
being  revised  shall  be  designated. 

(iii)  Size  of  package  (dose,  ml.,  cc,  or 
units)  for  which  the  labels  or  enclo- 
sures arc  to  be  used. 

(4)  To  appear  on  the  bottom  of  each 
page;  The  reason  for  and  information 
relevant  to  the  submission  shall  be 
stated  in  the  lower  left  hand  corner  as: 

(i)  Master  label  dose  sizes  approved 
for  code  . 

(il)  Replacement  for  label,  master 
label,  and/or  sketch  No.  . 


(ill)  Reference  to  label  or  master 
label  No. 

(iv)  Addition  to  label  No,   . 

(v)  License    Application  Pending 

(vi)  Foreign  Language  copy  of  Label 

No.  . 

(e)  Special  requirements  for  foreign 
language  labels: 

(1)  If  true,  a  statement  that  the  label 
is  a  direct  translation  from  a  cor- 
responding approved  domestic  label. 

(2)  If  the  foreign  language  label  Is  not 
a  direct  translation  of  an  approved  do- 
mestic label,  an  English  version  shall 
be  submitted  with  an  explanation  for 
the  difference  in  texts. 

(3)  Foreign  language  portion  of  a  bi- 
lingual label  shall  be  a  true  translation 
of  the  English  portion.  Reference  to  ad- 
ditional information  on  the  enclosure 
shall  not  be  made  unless  that  enclosnie 
is  also  bilingual. 

(f)  When  a  request  is  received  from 
Animal  and  Plant  Health  Inspection 
Service,  the  licensee  or  permittee  shall 
submit  a  list  of  all  approved  labels  cur- 
rently being  used.  Each  label  listed 
shall  be  identified  as  to: 

(1)  Name  and  product  code  number  mm 
it  appears  on  the  product  llceoM  or 
permit  for  the  product;  and 

(2)  Where  applicable,  the  sise  of  the 
package  (doses,  ml.,  cc,  or  units)  on 
which  the  label  shall  be  used;  and 

C3)  Label  number  and  date  assigned; 
and 

(4)  Name  of  licensee  or  subsidiary  ap- 
pearing on  the  label  as  the  producer. 

(g)  At  the  time  of  an  inspection,  or 
when  requested  by  APHIS,  licensees  or 
I>ermittees  shall  make  all  labels  and 
master  labels,  including  labels  ap- 
proved for  use  but  exempted  fi-om  filing 
under  the  master  label  system,  avail- 
able for  review  by  authorized  inspec- 
tors. Such  labels  shall  be  identical  to 
the  approved  label  or  master  label  ex- 
cept for  physical  dimensions,  reference 
to  recoverable  volume  or  doses  and/or 
cei  tain  minor  differences  permitted  in 
accordance  with  §  112.5(c). 

(Approved  by  the  Office  of  Management  and 
Bndget  under  control  number  0679-0018) 

[38  FR  12094.  May  9.  1973.  as  amended  at  48 

FR  57473.  Dec.  30.  1983:  49  FR  21044.  May  18. 
1984;  56  FR  66783,  Dec.  26,  1991;  59  FR  43445. 
Aug.  24,  1904;  61  FR  28464,  June  11.  1886: 61  FR 
33175,  June  26.  1996;  64  FR  43044,  Aug.  9,  18081 
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ill2S  Paekaging biological prodnets. 

(a)  Bach  multiple-dose  fixial  con- 
talner  of  a  biological  prodact  which  re- 
quires a  diluent  for  administration 
shall  be  packaged  in  an  individual  car- 
ton with  a  container  of  the  proper  vol- 
ume of  diluent  for  that  dose  as  speci- 
fied in  the  filed  Outline  of  Production. 
Each  multiple-dose  final  container  of  a 
prodact  which  does  not  require  a  dil- 
uent for  administration  need  not  be 
packaged  in  an  individual  carton  un- 
less the  final  container  labeling  does 
not  contain  all  information  required  by 
the  regulations.  Such  information 
must  be  included  in  or  on  a  carton.  Ex- 
ceptions are  provided  in  paragraphs  (c) 
and  (d)  of  this  section  and  §112.8. 

(b)  Single-dose  final  containers  of  a 
product  need  not  be  packag^ed  one  per 
carton.  For  single-dose  products  which 
require  a  diluent  for  administration, 
the  number  of  containers  of  the  proper 
amount  of  diluent  specified  in  the  filed 
Outline  of  Production  for  the  number 
of  doses  contained  in  the  carton  shall 
be  included  in  each  carton. 

(c)  Poultry  products  for  mass  admin- 
istration (including  but  not  limited  to 
administration  through  drinking  water 
and  spray)  and  products  used  in  auto- 
matic vaccinating  systems  (including 
but  not  limited  to  pneumatic  beak 
injectors  and  automated  needle 
injectors)  may  be  packaged  in  mul- 
tiple-dose final  containers  as  specified 
in  the  filed  Outline  of  Production. 
Poultry  products  for  manual  adminis- 
tration to  individual  birds  shall  not  ex- 
ceed 1,000  doses  in  each  final  container. 
Diluent  need  not  be  packag-ed  with  the 
final  container! s)  of  the  product,  but 
the  licensee  shall  provide  the  required 
number  of  containers  of  diluent  as 
specified  in  the  filed  Outline  of  Produc- 
tion. The  following"  retiuirements  apply 
to  cartons  containing  more  than  one 
ttaed  container  of  poultry  product: 

(1)  They  shall  be  sealed  prior  to  leav- 
ing the  licensed  establishment. 

(2)  The  contents  may  not  be  repack- 
aged. 

(8)  The  contents  of  such  cartons  may 
not  be  sold  in  fractional  units. 

(4)  The  following  statement  must  ap- 
pear in  a  prominent  place  on  the  car- 
ton label:  "Federal  r^rulatlons  pro- 
hibit the  repackaging  or  sale  of  the 


contents  of  this  carton  in  fractional 
units.  Do  not  accept  if  seal  is  broken." 

(d^  Diluent  for  the  following  products 
need  not  be  packaged  with  the  final 
container(8)  of  the  product,  but  the  li- 
censee shall  provide  the  consumer  with 
the  required  number  of  containers  of 
the  proper  amount  of  diluent  as  speci- 
fied in  the  filed  Outline  of  Production: 

( 1 1  Marek's  Disease  Vaccine. 

(2)  Poultry  vaccines  administered  to 
individual  birds  using  automatic  vacci- 
nating equipment. 

(e)  Final  containers  of  biological 
product  prepared  at  a  licensed  estab- 
lishment, or  imported,  in  cartons  or 
other  containers  shall  not  be  removed 
from  such  cartons  or  containers  for 
sale  or  distribution,  unless  each  final 
container  bears,  or  is  packaged  in  a 
carton  with,  complete  and  approved  la- 
beling which  is  affixed  to  or  included 
with  each  container  by  the  licensed  es- 
tablishment producing  the  product  or 
by  the  producer  in  the  case  of  imported 
product:  Provided,  That  this  paragraph 
is  not  intended  to  apply  to  licensed 
veterinary  practitioners  administering 
or  dispensing  biological  products  in  the 
course  of  their  practice  under  a  veterl- 
nary-client-patient-relationahip  as 
that  term  is  used  in  §  107.1. 

(f)  Labels  which  are  affixed  to  or  in- 
cluded with  a  biological  product  shall 
not  be  removed  or  altered  in  any  man- 
ner. 

[  IT  FR  8761.  Mar.  2.  1982.  as  amended  at  48  FR 
12691.  Mar.  28,  1983;  59  FR  43445,  Aug.  24,  1994; 
64  FR  43044.  Augr.  9.  19991 

§112.7   Special     additional  require- 
ments. 

The  label  requirements  in  this  sec- 
tion are  additional  to  those  prescribed 
elsewhere  in  this  part. 

(a)  In  the  case  of  biolos-ical  products 
containing  live  Newcastle  Disease 
virus,  a  caution  statement  indicating 
that  Newcastle  Disease  can  cause  in- 
flammation of  the  eyelids  of  humans, 
and  a  warning  to  the  user  to  avoid  in- 
fecting his  e^ea  shall  be  included  on 
the  enclosure. 

(b)  In  the  case  of  a  biological  product 
containing  infectious  bronchitis  virus, 
all  labels  shall  show  the  infectious 
bronchitis  virus  type  or  types  used  in 
the  product.  Abbreviation  is  permitted. 
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(c)  Jn  the  case  of  a  biological  product 

containing  inactivated  rabies  virus, 
carton  labels,  enclosures,  and  all  but 
very  small  final  container  labels  shall 
Include  a  warning  against  fireesing  and 
the  recommendations  provided  In  this 
paragraph. 

(1)  That  vaccine  be  administered  to 
animals  at  3  months  of  age  or  older, 
with  a  repeat  dose  1  year  later. 

(2)  Subsequent  revaccination  as  de- 
termined from  the  results  of  duration 
of  immunity  studies  conducted  as  pre- 
scribed in  §113.209,  paragraph  (h)  or  (c), 
or  both. 

(d)  In  the  case  of  a  biological  product 
containing  modified  live  rabies  virus, 
the  carton  labels,  enclosures,  and  all 
but  very  small  final  container  labels 
shall  include  the  recommendations 
provided  in  this  paragraph. 

(1)  For  low  egg-passage  (below  the 
180th  egg-passaee  level)  the  statement 
♦'For  Use  in  Dogs  Only!  Not  For  Use  in 
Any  Other  Animal!" 

(2)  For  other  vaccines  containing 
modified  live  rabies  virus,  the  state- 
ment "For  Use  In  (designate  animaUs)) 
Only!  Not  For  Use  In  Any  Other  Ani- 
mal!" 

(3)  Intramuscular  injection  at  one 
site  in  the  thigh  shall  be  recommended. 

(4)  The  statement  "In  event  of  acci- 
dental exposure  to  the  vaccine  virus, 
the  possible  hazard  to  human  health 
should  be  considered  and  State  Public 
Health  Officials  should  be  consulted  for 
specific  recommendations"  shall  be 
prominently  placed  on  all  carton  labels 
and  on  enclosures,  if  used. 

(5)  That  vaccine  be  administered  to 
animals  at  3  months  of  age  or  older, 
with  a  repeat  dose  1  year  later. 

(6)  Subsequent  revaccination  as  de- 
termined firom  the  results  of  duration 
of  immunity  studies  conducted  as  pre- 
scribed in  §113.312,  paragraph  (b)  or  (c), 
or  both. 

(e)  In     the     case     of  bovine 

rhinotracheitis  vaccine  containing 
modified  live  virus,  all  labeling  except 
small  final  container  labels  shall  bear 
the  following  statement:  "Do  not  use 
in  pregnant  cows  or  in  calves  nursing 
pregnant  cows.":  Provided.  That  such 
vaccines  which  have  been  shown  to  be 
safe  for  use  in  pregnant  cows  may  be 
excepted  from  this  label  requirement 
by  the  Administrator. 


(f)  Unless  otiberwise  authorized  in  a 

filed  Outline  of  Production,  labels  for 
inactivated  bacterial  products  shall 
contain  an  unqualified  recommenda- 
tion for  a  repeat  dose  to  accomplish 
primary  Immunization  to  be  given  at 
an  appropriate  time  interval:  Provided, 
That,  repeat  dose  recommendations 
prescribed  in  paragraphs  (fKD  lAirough 
(3)  of  this  section  are  required  for  prod- 
ucts containing  the  fractions  listed. 

(1)  Clostridium  tiaemolyticum,  "Repeat 
the  dose  every  5  or  6  months  in  animals 
subject  to  reexposure.** 

(2)  Erysipclothrix  rhusiopathiae. 
"Swine:  For  breeding  animals,  repeat 
after  21  days  and  annually.  Turkeys: 
Repeat  dose  every  3  months." 

(3)  Clostridium  botuliniim  Type  C.  "Re- 
vaccinate    breeders   1   month  before 
breeding.*' 

(g)  In  the  case  of  a  liquid  product  au- 
thorized in  a  filed  Outline  of  Produc- 
tion to  be  used  as  a  diluent  in  a  com- 
bination package,  the  carton  labels  and 
enclosures  used  for  serials  which  are  ei- 
ther not  tested  for  bactericidal  or  viri- 
cidal activity  or  have  been  found  un- 
satisfactory b.y  such  test  shall  contain 

the  statement:  ••CAUTION:  DO  NOT 
USE  AS  DILUENT  FOR  LIVE  VAC- 
CINES." 

(h)  In  the  case  of  wart  vaccine,  rec- 
ommendations shall  be  limited  to  use 
in  cattle.  Indications  for  use  shall  be 
for  prophylactic  use  only,  as  an  aid  in 
the  control  of  viral  papillomas  (warts). 
All  labels  shall  include  a  dosage  rec- 
ommendation of  at  least  10  ml  to  be 
given  subcutaneously  and  the  dose  re- 
peated in  3  to  5  weeks. 

(i)  Unless  otherwise  authorized  in  an 
Outline  of  Production  filed  subsequent 
to  the  effective  date  of  these  amend- 
ments, all  but  very  small  final  con- 
tainer labels  for  Feline  Panleukoi>enia 
Vaccines  shall  contain  the  following 
recommendations  for  use: 

(1)  Killed  vims  vaccines.  Vaccinate 
healthy  cats  of  any  age  with  one  dose 
except  that  if  the  animal  is  less  than  12 
weeks  of  age,  a  second  dose  should  be 
given  at  12  to  16  weeks  of  age.  Annual 
revaccination  with  a  single  dose  is  rec- 
ommended. 

(2)  Modified  live  virus  vaccines.  Vac- 
cinate healthy  cats  of  any  age  with  one 
dose  except  that  if  the  animal  is  less 
than  12  weeks  of  age,  a  second  dose 
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ahould  be  given  at  12  to  16  weeks  of 
ae-»^.  Annual  revaccination  with  a  sin- 
gle dose  is  recommended.  Do  not  vac- 
cinate pregnant  cats. 

(j)  In  the  case  of  normal  seram.  anti- 
serum, or  antiserum  derivatives,  the 
type  of  preservative  used  sliall  be  indi- 
cated on  all  labels. 

(k)  Unless  acceptable  data  has  been 
filed  with  Animal  and  Plant  Health  In- 
spection Service,  to  show  tiiat  develop- 
ment of  corneal  opacity  is  not  associ- 
ated with  the  product,  carton  labels 
and  enclosures  used  with  biological 
products  containing  modified  live  ca- 
nine hepatitis  virus  or  modified  live  ca- 
nine adenovirus  Type  2  shall  bear  the 
following  statement:  ^^Occasionally, 
transient  corneal  opacity  may  occur 
following  the  administration  of  this 
product.*' 

(1)  All  labels  for  autogenous  biologies 
shall  bear  the  following  statement: 
"Potency  and  efficacy  of  autogenous 
biologies  have  not  been  established. 
This  product  is  prepared  for  use  only 
by  or  under  the  direction  of  a  veteri- 
narian or  approved  specialist." 

(m)  In  the  case  of  biological  products 
containingr  Marek's  disease  virus,  all 
labels  shall  specify  the  Marek's  disease 
virus  serotype(s)  used  in  the  product. 

(Apinroved  by  the  Office  of  Manafreraent  and 
Budpet  under  control  number  0579-0013) 

[38  FR  12094.  May  9.  1973] 

EDITORIAL.  Note:  For  Federal  Register  ci- 
tations affecting-  §112.7,  Bee  the  LiBt  of  CFR 

Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  OPO  Access. 

§  112.8    For  export  only. 

The  applicable  regulations  for  pack- 
aging and  labeling  a  biological  product 
prodaced  In  the  United  States  shall 
apply  to  such  biological  product  if  ex- 
ported from  the  United  States  except 
as  otherwise  provided  in  tbis  section. 
Only  labels  approved  as  provided  in 
§112.5  .shall  be  used. 

(a)  Biological  products  which  have 
been  packaged  and  labeled  for  export 
or  which  have  been  exported,  shall  be 
subject  to  the  applicable  provisions  in 
this  paragraph. 

(1)  After  leaving  the  licensed  estab- 
lishment, a  biol(^cal  product  shall  not 
be  bottled,  repackaged,  relabeled,  or 


otherwise  altered  in  any  way  while  in 

the  United  States:  and 

(2)  An  exported  biolog-ical  product 
shall  not  be  returned  to  the  United 
States:  Provided,  That,  in  the  case  of  a 
biological  product  exported  in  labeled 
final  containers,  the  Administrator 
may  authorize  by  permit  the  importa- 
tion of  a  limited  number  for  research 
and  evaluation  by  the  producing  li- 
censee; and 

(3)  An  exported  biological  product 
which  is  bottled,  rebottled.  or  altered 
in  any  way  in  a  foreign  country  shall 
not  bear  a  label  which  indicates  by  es- 
tablishment license  number  that  it  has 
been  prepared  in  the  United  States. 

(b>  Desiccated  and  frozen  liquid  prod- 
ucts, packaged  and  labeled  as  for  do- 
mestic use,  may  be  exported  without 
the  diluent  required  for  rehydiution  or 
dilution,  as  the  case  may  be,  if  the  la- 
beling includes  adequate  instructions 
for  preparing-  the  product  for  use  and 
the  words  "  For  Export  Only". 

(c)  Final  containers  of  products,  la- 
beled or  unlabeled,  may  be  exported  in 
sealed  shipping  boxes,  adequately  iden- 
tified as  to  contents  with  an  approved 
label,  and  plainly  marked  "For  Export 
Only**:  Provided,  That  such  products 
shall  not  be  diverted  to  domestic  use. 

(d)  Completed  inactivated  liquid 
products,  antiserums,  and  antitoxins, 
may  be  exported  in  large  multiple-dose 
containers  identified  with  an  approved 
label  that  contains  the  words  "For  Ex- 
port Only"  prominently  displayed. 

(e)  Concentrated  Inactivated  liquid 
product,  completed  except  for  dilution 
to  the  proper  strength  for  use,  may  be 
exported  in  large  multiple-dose  con- 
tainers identified  with  an  approved 
label  that  contains  the  words  "For  Ex- 
port Only*'  iHTominently  displayed. 

[38  FR  1209!.  May  9.  1973.  as  amended  .u  :;f) 
FR  19202.  May  31.  1974;  40  FR  46093.  Oct.  6. 
1975;  48  FR  m45.  Mar.  17,  1978;  56  FR  66784, 
Dec.  26, 1991] 

S  112,9  Biological  products  imported 
for  reeearcdi  ana  evaluatkm. 

A  biological  product  imported  for  re- 
search and  evaluation  under  a  permit 
issued  in  accordance  with  §104.4,  with 
the  exception  of  products  imported 
under  §  104.4(d),  shall  be  labeled  as  pro- 
vided in  this  section. 
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(a)  The  label  shall  identify  the  prod- 
uct and  the  name  and  address  of  the 
manufacturer  and  shall  provide  in- 
structions for  proper  use  of  the  prod- 
uct, including  all  waminga  and  cau- 
tions  needed  by  the  permittee  to  aafely 
use  the  product. 

(b)  Labels  on  each  product  to  be  fur- 
ther distributed  in  accordance  with 
§103.3  shall  bear  the  statement  "No- 
tice! For  Experimental  Use  Only— Not 
for  Sale!" 

<c)  The  labeling  shall  contain  any 
other  information  deemed  necessary  by 
the  Administrator  and  specified  on  the 
permit. 

LdO  FR  46417,  Nov.  8,  1985.  as  amended  at  56 
FR  66784,  Dec.  26. 1991] 

§112.10   Special  packaging  and  label- 
ing* 

A  biological  product,  which  requires 

special  packaging  and/or  labeling  not 
provided  for  in  this  part,  shall  be  pack- 
aged and/or  labeled  in  accordance  with 
reqairements  written  Into  the  approved 
outline  for  such  product. 

PART  1 1 3— STANDARD 
REQUIREMENTS 

Applicability 

Sec. 

113.1  Compliance. 

118.2  Testlngr  aids. 

113.3  Samplins-  of  biological  ptOdactS. 

115.4  Exemptioxui  to  tests. 

113.5  General  teetingr. 

113.6  Animal  and  Plant  Health  Inspection 
Service  testing. 

113.7  Multiple  fractions. 

113.8  In  vitro  test.'^  for  serial  release. 

113.9  New  potency  test. 

113.10  Testing  of  bulk  material  for  export  or 
for  further  manufacture. 

Standard  Procedures 

113.25  Cultare  media  for  detection  of  t>ac- 
teria  and  fungi. 

113.26  Detection  of  viable  bacteria  and  ftingi 
except  in  live  vaccine. 

113.27  Detection  of  extraneous  viable  bac- 
teria and  Aingl  in  live  ▼acdnes. 

113.28  Detection  of  mycoplasma  contamina- 
tion. 

113.29  Determination  of  moisture  content  in 

desiccated  biolotfical  products, 

113.30  Detection  of  Salmonella  contamina- 
tion. 

113.31  Detection  of  avian  lymphoid  leukosis. 

113.32  Detection  of  Brucella  contamination. 


113.33  Mouse  safety  tests. 

113.34  Detection  of  hema^lutinating'  vi- 
ruses. 

1 13.35  DeteoMon  of  virioidsl  activity. 

113.36  Detection  of  pathogens  by  the  chick- 
en inoculation  test. 

113.37  Detection  of  pathogrens  by  the  chick- 
en pmViryo  inoculation  test. 

113.38  Guinea  pig  safety  test. 
113.30  Gat  safety  tests. 

113.40  Dog  safety  tests. 

113.41  Calf  safety  test. 

118.t2  Detection  of  lymphocytic  chorlo- 
menintriti.s  contamination. 

113.43  Detection  of  chlamydial  agents. 

113.44  Swine  safety  test. 

113.45  s  t^oep  safety  test. 

113.46  Detection  of  cytopathogenlc  and/or 
hemadsorbing  agents. 

113.47  Detection  of  extraneous  viruses  by 
the  fluorescent  antibody  techniqae. 

INQRBDIBNT  RBQUIRBiaENTS 

113.50  Inprredient.s  of  biological  products. 

113.51  Requirements  for  primary  cells  used 
for  production  of  biologies. 

113.52  R'Niuirements  for  cell  lllieS  QSSd  fOT 
production  of  biologies. 

113.53  Requirements  for  ingredients  of  ani- 
mal origin  used  for  iHrodactlon  of  bio- 
logics. 

113.54  Sterile  diluent. 

118.55  Dotaotion  of  oxtraneoos  asrents  In 

Master  Seed  Virus. 

Live  Bacterial  Vaccines 

113.64  General  requirements  for  live  bao- 

terial  vaccines. 

113.65  Brucella  Abortus  Vaccine. 

113.66  Anthiax  Spore  Vaccine— Noneocap- 

sulated. 

113.67  Brysipelothrix  Rhnsiopathiae  Vac- 
cine. 

113.68  Pasteurella     Haemolytica  Vaccine, 

Bovine. 

113.69  Pasteurella  Multooida  Vaccine,  Bo- 
vine. 

113.70  Pasteurella  Multocida  Vaccine,  Avian 

Isolate. 

113.71  Chlamydia  Psittaci  Vaccine  (Feline 
Pneumonitis).  Live  Chlamydia. 

iNACnVATKD  BACTERIAL  PRODUCTS 

113.100  General    reqairements    for  inao- 

tivated  l/acterial  pi  oduct.-^. 

113.101  Leptospira  Pomona  Bacterin. 

113.102  Leptospira  Icterohaemorrhsglae 

Bacterin . 

113.103  Leptospira  Canicola  Bacterin. 

113.104  Leptospira  Grippotyphosa  Bacterin. 

113.105  Leptospira  Hardjo  Bacterin. 

113.106  Clostridium  Chauvoei  Bacterin. 
113.10T  Clostridium  Haemoljrticum 

Bacterin. 

113.108  Clostridium  Novyi  Bacterin-Toxoid. 
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113.109  OloBtrldiom  Sordellil  Bacterin-Tox- 
old. 

113.110  Clostrldiam    Botollnum    Type  C 

Bacterln-Toxoid. 

113.111  Clostriclium  Perfriugens  Type  C  Tox- 
oid and  Bacterln>Toxoid. 

113.112  Clostridium  Perfringens  l^rpe  D  Tox- 
oid and  Bacterin-Toxold. 

11S.118  AatoflfenouB  Mologrlcs. 

113.114  Tetanus  Toxoid. 

113.115  Staphylococcus    Aureus  Bacterin- 
Toxold. 

113.116  Fasteorella    MuUocida  Bacterin. 
Avian  Isolate.  Type  4. 

118.117  Pastearella    Mnltooida  Bacterin. 

Avian  Isolate.  Type  1. 

113.118  Pasteurella     Multocida  Bacterin, 
Avian  Isolate.  Type  3. 

113.119  Erysipelothrix  Rhoaiopathiae 

Bacterin. 

113.120  Salmonella  Typhiniurium  Bacterin. 

113.121  Pasteurella  Multocida  Bacterin. 

113.122  Salmonella  Choleraesuis  Bacterin. 

118.123  Salmonella  Dablin  Bacterin. 

KILLED  vmus  vaocinbs 

113.200  Qeaeml    requirements    for  killed 

virus  vaccines. 

113.201  Canine  Distemper  Vaccine,  Killed 
Virus. 

118.202  Canine     Hepatitis     and  Canine 
Adenovirus  Type  2  Vaccine,  Killed  Virus. 

118.208  Feline     Panlenkopenia  Vaccine, 

Killed  Virus. 

113.204  Mink    Enteritis    Vaccine,  Killed 
Virue. 

113.205  Newcastle  Disease  Vaocine«  Killed 

Virus. 

113.206  Wart  Vaccine.  Killed  Virus. 

113.207  Encephalomyeliti.s  Vaccine,  Hastem, 
Western,  and  Venezuelan,  Killed  V  irus. 

113.208  Avian  Bnoephalomyelitis  Vaccine, 
Killed  Virus. 

113.209  Rabies  Vaccine,  Killed  Virus. 

113.210  Feline  Gallcivims  Vaodne,  KiUed 
Virus. 

113.211  Feline     Rhinotracheitis  Vaccine, 
Killed  Virus. 

113.212  Bursal    Disease    Vaccine.  KiUed 
Virus. 

113.213  Pseudorabies  Vaccine,  Killed  Virus. 

113.214  Parvovirus  Vaccine.   Killed  Virus 
(Canine). 

113.215  Bovine    Vims   Diarrhea  Vaccine, 
Killed  Virus. 

118.218  Bovine    Rhinotracheitis  Vaccine, 
Killed  Virus. 

LIVE  Vmus  Vaocinbs 

118.800  General  requirements  for  live  virus 

vaecineB. 

113.301  Ovine  Ecthyma  Vaccine. 

113.302  Distemper  Vaccine — ^Mink. 

113.303  Bluet ontrue  Vaccine. 

113.301    Feline  Panleukopenia  Vaccine. 
118.305  Canine     Hepatitis     and  Canine 
Adenovirus  Type  2  Vaccine. 


113.30fi  Canine  Distemper  Vaccine. 

113.308  Encephalomyelitis    Vaccine,  Ven- 
ezuelan. 

113.309  Bovine  Parainfluenza,  Vaccine. 

113.310  Bovine  Rhinotracheitis  Vaccine. 

118.311  Bovind  Virus  Diarrhea  Vaccine. 

113.312  Rabies  Vaccine.  Live  Vims. 

113.313  Measles  Vaccine. 

118.314  Feline  CaUdvirus  Vaccine. 

113.315  Feline  Rhinotracheitis  Vaccine. 

113.316  Canine  Parainfluenza  Vaccine. 

113.317  Parvovirus  Vaccine  (Canine). 

113.318  Pseudorabies  Vaccine. 
113.319-113.324  lRe.served] 

113.325  Avian  Encephalomyelitis  VaOCine. 

113.326  Avian  Pox  Vaccine. 

113.327  Bronchitis  Vaccine. 

113.328  Fowl  Larsmerotracheitis  Vaccine. 

113.329  Newcastle  Disease  Vaccine. 

113.330  Marek  s  Disease  Vaccines. 

113.331  Bursal  Disease  Vaccine. 

113.332  Tenosynovitis  Vaccine. 

DlAONOSnOS  AND  REAGENTS 

113.400-113.405  [Reserved] 

1 1 3 . 406  Tu  berculin,  Intradermic. 

113.407  Pullorum  antigren. 

113.408  Avian  mycoplasma  antigen. 

113.409  Tuberculin— PPD  Bovis, 
Intradermlb. 

Antibody  PRODncTS 

113.450  General  requirements  for  antibody 

products. 

113.451  Tetanus  Antitoxin. 

113.452  Brysipldlothrlz  Rhusiopathiae  Anti- 
body. 

113.453  [Reserved] 

118.454  Clostridium    Perfringens   Type  C 

Antitoxin 

113.455  Clostridium    PerlMngens    Type  D 
Antitoxin. 

113.456-113.498  [Reserved] 
113.499  Products  for  treatment  of  failure  of 
passive  trahsfer. 

AUTBOitnT:  21  U.S.C.  151-150;  7  CFR  2.22, 
2.80.  and  871.4. 

source:  34  FR  18004.  Nov.  7.  1909,  unless 

otherwise  noted. 

APPLICABILITY 

§118.1  Complianoe. 

The  regnlatlonB  in  this  part  apply  to 

each  serial  or  subserlal  of  a  licensed  bi- 
ological product  manufactured  in  a  li- 
censed establisliment  and  to  eacli  serial 
or  subserial  of  a  biological  product  in 
each  shipment  imported  for  distribu- 
tion and  sale. 

§11&S  TMacaldfl. 

To  better  ensure  consistent  and  re- 
producible test  results  wbeu  Standard 


595 


§113.3 


9  CFR  Ch.  1  (1-1-03  Edition) 


Requirement  testa  prescribed  in  the 
pegrulations  are  conducted.  National 
Veterinary  Services  Laboratories,  U.S. 
Department  of  Agrlcnltore.  may  pro- 
vide testing  aids,  when  available,  to  li- 
censees, pemnittees,  and  applicants  for 
licenses  and  permits.  Such  aids  shall  be 
as  follows: 

(a)  Supplemental  Assay  Method 
(SAM)  is  a  technical  bulletin  con- 
taining detailed  instructions  for  con- 
ducting' a  test.  Snch  instructions  Shall 
be  in  accordance  with  the  procedures 
currently  being  followed  at  National 
Veterinary  Services  Laboratories  and 
as  improved,  proven  procednres  are  de- 
veloped, shall  be  revised  and  reissued 
prior  to  application. 

(b)  Standard  Reference  Preparation 
is  a  serum,  virus,  bacterial  culture,  or 
antigen  to  be  used  in  test  systems  for 
direct  comparison  with  serials  of  bio- 
logical products  under  test. 

(c)  Standard  Test  Reagent  is  a  serum, 
antitoxin,  fluorescent  antibody  con- 
jugate, toxin,  virus,  bacterial  cultural, 
or  antigen  to  be  used  in  test  systems 
but  not  for  direct  comparison  with  se- 
rials of  biological  products  under  test. 

(d)  Seed  cultures  are  small  quantities 
of  standard  organisms  to  be  propagated 
by  the  recipient  to  establish  a  supply 
for  use. 

(e)  Test  Code  Number  is  a  number  as- 
signed by  Animal  and  Plant  Health  In- 
spection Service  to  each  test  procedure 
specified  in  the  Standard  Requirements 
and  in  each  filed  Outline  of  Production 
where  such  test  is  conducted  to  support 
a  request  for  release  of  a  serial  or  sub- 
serial. 

(39  FR  21041.  June  18.  1971,  a.s  amended  at  40 
FR  7.58,  Jan.  3.  1975;  50  FR  21799,  May  29.  1985; 

:-,ti  VH  66784.  Dec.  26.  1»91] 

$113^  Sampling  of  biological  prod- 
ucts. 

Each  licensee  and  permittee  shall 
furnish  representative  samples  of  each 

serial  or  subserial  of  a  biological  prod- 
uct manufactured  in  the  United  States 
or  imported  into  the  United  States  as 
prescribed  in  this  section.  Additional 
samples  may  be  purchased  in  the  open 
market  by  a  Animal  and  Plant  Health 
Inspection  Service  representative. 

(a)  Either  an  employee  of  the  Depart- 
ment of  Agriculture,  of  the  licensee,  or 
of  the  permittee,  as  designated  by  the 


Administrator  shall  select  prerelease 
samples  of  biological  product  In  the 
number  prescribed  in  paragraph  (b)  of 
this  section.  Bach  sample  shall  be 
marked  for  identification  by  the  person 
making  the  selection  after  which  they 
shall  be  packaged  by  the  licensee  or 
permittee,  as  the  case  may  be,  and  for- 
warded to  National  Veterinary  Serv- 
ices Laboratories:  except  that  an  em- 
ployee of  the  Department  may  forward 
or  deliver  the  samples  to  National  Vet- 
erinary Services  Laboratories  if  such 
action  deemed  advisable  by  the  Admin- 
istrator. 

(1)  Selection  shall  be  made  as  fol- 
lows: 

(1)  Nonviable  liquid  biological  prod- 
ucts— either  bulk  or  final  container 
samples  of  completed  product  shall  be 
selected  for  purity,  safety,  or  potency 
tests.  Biologiral  product  in  final  con- 
tainer shall  be  selected  to  test  for  via- 
ble bacteria  and  fungi. 

(ii)  Viable  liquid  biological  products; 
samples  shall  be  in  final  containers  and 
shall  be  randomly  selected  at  the  end 
of  the  filling  operation.  Bulk  con- 
tainers of  completed  produot  may  be 
sampled  when  auldiorized  by  the  Ad- 
ministrator. 

(ill)  Desiccated  biological  products; 
samples  shall  be  in  final  containers  and 
shall  be  randomly  selectod  if  des- 
iccated in  the  final  container.  Biologi- 
cal products  desiccated  in  bulk  shall  be 
sampled  at  the  end  of  the  filling  oper- 
ation. 

(iv)  Representative  samples  of  each 
serisJ  or  subserial  in  each  shipment  of 
imported  biological  products  shall  be 

selected. 

(2)  Comparable  samples  shall  be  used 
by  Animal  and  Plant  Health  Inspection 
Service,  the  licensee,  and  the  per- 
mittee for  similar  tests. 

(3)  When  bulk  samples  of  completed 
product  in  liquid  form  are  to  be  tested 
as  prescribed  in  paragraph  (a)(1)  of  this 
section,  the  number  of  such  samples 
from  each  serial  and  the  minimum 
quantity  of  product  to  be  provided  In 
each  sample  shall  be  stated  in  the  filed 
Outline  of  Production. 

(b)  Unless  otherwise  prescribed  by 
the  Administrator,  the  number  of  final 
container  samples  to  be  selected  from 
each  serial  and  subserial  shall  be: 

(1)  Vaccines: 
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(1)  Six  muliiple-dose  samples  of 
Brucella  Abortus  Vaccine; 

(li)  Twelve  samples  of  all  other  live 
bacterial  vaccines: 

(iii)  Two  samples  of  Coccidiosls  Vac- 
cine; 

(Iv)  Eighteen  samples  of  Rabies  Vac- 
cine, Modified  Live  Virus; 

(V)  Sixteen  samples  of  all  other  vac- 
cines consisting  of  live  microorga- 
nisms; 

(vi)  Thirty  single-dose  or  14  multiple- 
dose  samples  of  Equine 
Encephalomyelitis  Vaccine,  Killed 
Vims; 

(vii)  Twenty-two  single-dose  or  14 
multiple-dose  samples  of  Babies  Vac- 
cine, Killed  Virus; 

(vlli)  Sixteen  single-dose  or  12  mul- 
tiple-dose samples  of  all  other  vaccines 
consist  iniT  of  killed  microorganivsms. 

(2)  Bacterins  and  bacterin-toxoids: 

(i)  Twelve  samples  of  single-fraction 
products: 

Hi)  Thirteen  samples  of  two-firaction 

products; 

(ili)  Fourteen  samples  of  products 
consisting  of  3  or  more  fractions. 

(3)  Antiserums:  Twelve  samples  of 
antiserum  recommended  for  large  ani- 
mals or  14  samples  of  antiserum  rec- 
ommended for  small  animals  or  the 
number  of  reagent  serum  samples  pre- 
scribed in  the  filed  Outline  of  Produc- 
tion for  the  product. 

(4)  Anatoxins: 

(1)  Fourteen  single-dose  or  12  mul- 
tiple dose  samples  of  Tetanus  Anti- 
toxin; 

(ii)  Twelve  samples  of  all  other 

antitoxins. 

(5)  Toxoids: 

(i)  Eighteen  single-dose  or  12  mul- 
tiple dose  samples  of  all  toxoids. 

(6)  Antigens:  Twelve  samples  of  poul- 
try antigens  or  20  samples  of  tuber- 
culin or  four  samples  of  all  other  diag- 
nostic antigens. 

(7^  Diagnostic  test  kits:  Two  samples  of 
diagnostif  test  kits.  The  licensee  or 
permittee  will  hold  one  of  these  se- 
lected samples  at  the  storage  tempera- 
ture  recommended  on  the  label  while 
awailintr  a  request  by  the  animal  and 
Plant  Health  Inspection  Service  to  sub- 
mit the  additional  sample.  If  submis- 
sion is  not  requested  by  the  Animal 
and  Plant  Health  Inspection  Service, 
the  additional  sample  may  be  returned 


to  the  serial  inventory  after  the  serial 
is  released.  In  the  case  of  diagnostic 
test  kits  in  which  final  packaging  con- 
sists of  multiple  microtiter  test  plates 

or  strips,  the  licensee  or  permittee  may 
submit  a  specified  number  of  test 
plates  or  strips  along  with  all  other 
test  reagents  as  prescribed  in  a  filed 

Outline  of  Production  and  retain  a 
similar  amount  as  a  second  sample  for 
submission  upon  request.  When  the  ini- 
tial sample  is  not  representative  of 
final  packaging  by  the  licensee  of  per- 
mittee, e.g..  does  not  consist  of  all  the 
microtiter  test  plates  or  strips,  the  sec- 
ond sample  is  not  eligible  to  be  re- 
turned to  serial  inventory  after  the  se- 
rial is  released. 

(S)  Autogenous  biologies:  With  the  ex- 
ception of  the  first  serial  or  subsorial, 
10  samples  must  be  selected  and  sub- 
mitted to  the  Animal  and  Plant  Healtil 
Inspection  Service  from  each  serial  or 
subseriai  of  an  autogenous  biologic  eli- 
gible to  be  shipped  that  consists  of 
more  than  50  containers.  For  first  seri- 
als or  subserials  eligible  for  vshipment 
consisting  of  more  than  50  containers, 
10  samples  from  each  serial  or  subseriai 
must  be  selected  and  held  for  .-submis- 
sion to  the  Arnnial  and  Plant  Health 
Inspection  Service  upon  request  in  ac- 
cordance with  paragraph  (e)(4)  of  this 
section.  For  serials  or  subeerlals  of  au- 
togenous biologic  with  50  or  fewer  con- 
tainers, no  samples,  other  than  those 
required  by  paragraph  (e)  of  this  sec- 
tion, are  required. 

(9)  Miscellaneous:  The  number  of  sam- 
ples from  products  not  in  the  cat- 
egories provided  for  in  paragraphs 
(b)(l>  through  (bX8)  of  this  section 
shall  be  prescribed  in  the  filed  Outtine 
of  Production  for  the  product. 

(c)  Prelicensintc  and  Outline  of  Pro- 
duction changes:  Samples  needed  to 
support  a  license  application  or  a 
changre  in  the  Outline  of  Production  for 
a  licensed  product  shall  be  submitted 
only  upon  request  from  the  animal  and 
Plant  Health  Inspection  Service.  Ex- 
cept for  miscellaneous  products  speci- 
fied in  paragraph  (b)(9)  of  this  section, 
the  number  of  such  samples  shall  be  at 
least  one  and  one-half  times  the  num- 
ber  prescribed  for  such  product  in  para- 
graph (b)  of  this  section.  Samples  of 
Master  Seeds  and  Master  Cell  Stocks 
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with  a  minimum  Individttal  volume  of  1 

ml  shall  be  Bubmitted  as  follows: 

(1)  Ten  samples  of  Bacterial  Master 
Seeds. 

(2)  Thirteen  samples  of  viral  Master 
Seeds  or  nonvlral  lAaster  Seeds  requir- 
ing cell  culture  propagation.  For  Mas- 
ter Seeds  isolated  or  passed  in  a  ceil 
line  different  from  the  species  of  in- 
tended use.  an  additional  2  samples  are 
required  for  each  additional  species. 
For  Master  Seeds  grown  in  cell  culture 
and  Intended  for  nse  in  more  than  one 
species,  an  additional  2  samples  are  re- 
quired for  each  additional  species. 

(3)  Thirty -six  samples  of  at  least  1  ml 
each  or  six  samples  of  at  least  1  ml 
ea<^t  one  sample  of  at  least  20  ml.  and 
one  sample  of  at  least  10  ml  of  Master 
Cell  Stocks.  In  the  case  of  Master  Cell 
Stocks  which  are  persistently  infected 
with  a  virus,  an  additional  four  sam- 
ples of  at  least  1  ml  each  are  required. 
If  these  persistently  infected  cell 
stcxiks  are  intended  for  use  in  more 
than  one  species,  an  additional  two 
samples  of  at  least  1  ml  each  are  re- 
quired for  each  additional  species. 

(4)  Four  samples  of  the  Master  Cell 
Stock  +  n  (hig^hest  passage)  cells. 

(d)  Sterile  diluent:  A  sample  of  Ster- 
ile Diluent  shall  accompany  each  sam- 
ple of  product,  other  than  Marek*s  Dis- 
ease Vaccine,  if  such  diluent  is  re- 
quired to  rehydrate  or  dilute  the  prod- 
uct before  use.  The  volume  of  diluent 
shall  he  an  appropriate  amount  to  re- 
hsrdrate  or  dilute  the  product.  Samples 
of  Sterile  Diluent  prepared  for  use  with 
Marek's  Disease  Vaccine  shall  be  sub- 
mitted npon  request  from  the  Animal 
and  Plant  Health  Inspection  Service. 

(e>  Reserve  samples  shall  be  selected 
from  each  serial  and  subserial  of  bio- 
loerical  product.  Such  samples  shall  be 
selected  at  random  from  final  con- 
tainers of  completed  product  by  an  em- 
ployee of  the  Department,  of  the  li- 
censee, or  of  the  permittee,  as  des- 
ignated by  the  administrator.  Eacdi 
sample  shall: 

(1)  Consist  of  5  single-dose  packages, 
2  multiple-dose  packages,  or  2  diag- 
nostic test  kits,  except  that,  in  the 
case  of  diagnostic  test  kits  in  which 
final  packaging  consists  of  multiple 
mlcrotiter  test  plates  or  strips,  a  sam- 
ple may  consist  of  a  specified  number 
of  test  plates  or  strips  along  with  all 


other  test  reagents  as  prescribed  in  a 

filed  Out  line  of  Production; 

(2)  Be  a(iequate  in  quantity  for  appro- 
priate examination  and  testing; 

(3)  Be  truly  representative  and  in 
final  containers; 

(4)  Be  held  in  a  special  compartment 
set  aside  by  the  licensee  or  permittee 
for  holding  these  samples  under  refrig- 
eration at  the  storage  temperatora  reo- 
ommended  on  the  labels  for  6  months 
after  the  expiration  date  stated  on  the 
labels.  The  samples  Liiat  are  stored  in 
this  manner  shall  be  delivered  to  the 
Animal  and  Plant  Health  Inspectioil 
Service  upon  request. 

(Approved  by  the  Office  of  Management  and 

Budg^et  under  control  number  or)7&-0013) 

138  FR  29886.  Oct.  30.  1973,  as  amended  at  40 
FR  758.  Jan.  3.  1975:  40  PR  49768,  Oct.  24,  1975; 
41  FR  56627.  Doc.  29.  1976:  48  FR  9506.  Mar.  7. 
1983:  48  FR  57473.  Dec.  30.  1983;  50  FR  21799, 
May  29.  1985;  56  FR  66784.  Dec.  26,  1991;  tt  FR 
143&6.  Mar.  17.  190&;  67  FR  15713.  Apr.  3.  2002] 

S118^  Eaemptioiis  to  tests. 

(a)  The  test  methods  and  procedures 

contained  in  all  applicable  Standard 
Requirements  shall  be  complied  with 
unless  otherwise  exempted  by  the  Ad- 
ministrator and  provided  that  sach  sk- 
emption  is  noted  in  the  filed  Ontline  of 
Production  for  the  pi  oduct. 

(b)  Test  methods  and  procedures  by 
which  the  biological  products  shall  be 
evaluated  shall  be  designated  in  the 
Outline  of  Production  for  such  prod- 
ucts. 

[38  FR  29887.  Oct.  30,  1973,  amended  at  56 
FR  66784.  Dec.  26. 1991] 

§113.5    General  testing. 

(a)  No  biological  product  shall  be  re- 
leased prior  to  the  completion  of  tests 
prescribed  in  a  filed  Outline  of  Produc- 
tion or  Standard  Requirements  for  the 
product  to  establish  the  product  to  be 
pure,  safe,  potent,  and  efficacious. 

(b)  Tests  of  biologlci^  products  shall 
be  observed  by  a  competent  employee 
of  the  manufacturer  during  all  critical 
periods.  A  critical  period  shall  be  the 
time  when  certain  specified  reactions 
must  occur  in  required  tests  to  prop- 
erly evaluate  the  results. 

(c)  Records  of  all  tests  shall  be  kept 
in  accordance  with  part  116  of  this 
chapter.  Results  of  all  required  tests 
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prescribed  in  the  filed  Outline  of  Pro- 
duction or  the  Standard  Requirements 
for  the  prodnot  shall  be  submitted  to 
Animal  and  Plant  Health  Inspection 
Service.  Blank  forms  shall  be  furnished 
upon  request  to  Animal  and  Plant 
Health  Inspection  Service. 

(d)  When  the  initial  or  any  subse- 
quent test  is  declared  a  "No  test."  the 
reasons  shall  be  reported  in  the  test 
records,  the  results  shall  not  be  consid- 
ered as  final,  and  the  test  may  be  re- 
peated. 

(e)  Wlien  new  test  methods  are  devel- 
oped and  approved  by  Animal  and 
Plant  Health  Inspection  Service,  bio- 
logical products  tested  theieafter  shall 
be  evaluated  by  such  methods,  and  if 
not  found  to  be  satisfactory  when  so 
tested  shall  not  be  released. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0G7&-0069) 

[34  FR  18004.  Nov.  4,  1969.  as  amended  at  39 
FR  25463,  July  11.  1974;  40  FR  45420.  Oct.  2. 
197S;  40  FR  40093,  Oct.  6, 1975;  41  FB  0751,  Feb. 
13.  1976:  48  FR  S7473.  Dec.  30, 1903;  SO  FR  00784, 

Dec.  26,  1991] 

§113.6   Animal  and  Plant  Health  In- 
spection Service  testing. 

A  biological  product  shall  with  rea- 
sonable certainty  yield  the  results  in- 
tended when  used  as  recommended  or 

suggested  in  its  labeling  or  proposed  la^ 
beling  prior  to  the  expiration  date. 

(a)  The  Administrator  is  authorized 
to  cause  a  biological  product,  manufac- 
tured in  the  United  States  or  Imported 
into  the  United  States,  to  be  examined 
and  tested  for  purity,  safety,  potency, 
or  efficacy;  in  which  case,  the  licensee 
or  permittee  shall  withhold  such  prod- 
uct from  the  market  until  a  determina- 
tion has  been  made. 

(b)  The  final  results  of  each  test  con- 
ducted by  the  licensee  and  Animal  and 
Plant  Health  Inspection  Service  shall 
be  considered  in  evaluatlner  a  bioloflrlcal 
product.  A  serial  or  subserial  which  has 
been  found  unsatisfactory  by  a  re- 
quired test  prescribed  in  a  filed  Outline 
of  Production  or  Standard  Require- 
ment is  not  in  compliance  with  the  reg- 
ulations and  shall  not  be  released  for 
market. 

[34  FR  18004.  Nov.  7,  1968.  as  amended  at  40 
FR  48420.  Oct.  2.  1975;  40  PR  5887B.  Nov.  18» 
1975:  41  FR  6751.  Feb.  18,  1976;  66  FR  66784. 
Dec.  26.  1991] 


S  113.7  Multiple  fraetkms. 

(a)  When  a  biologi'^al  product  con- 
tains more  than  one  immunogenic  frac- 
tion, the  completed  product  shall  be 
evaluated  by  tests  applicable  to  each 
fraction. 

(b)  When  similar  potency  tests  are  re- 
quired for  more  than  one  fraction  of  a 
combination  biological  product,  dif- 
ferent animals  must  be  used  to  evalu- 
ate each  fraction  except  when  written 
Standard  Requirements  or  outlines  of 
production  make  provisions  and  set 
forth  conditions  for  use  of  the  same 
animals  for  tedting  different  firactions. 

(c)  When  the  same  safety  test  is  re- 
quired for  more  than  one  fraction,  re- 
quirements are  fulfilled  by  satisfactory 
results  from  one  test  of  the  completed 
product. 

(d)  When  an  inactivated  fractlon(s)  is 

used  as  a  diluent  for  a  live  virus  frac- 
tion(s),  the  inactivated  fraction(s>  may 
be  tested  separately  and  the  live  virus 
fraction(s)  may  be  tested  separately: 
Provided,  That,  the  viricidal  test  re- 
quirements prescribed  in  §113.100  are 
complied  with. 

(e)  Virus  titrations  for  a  multl virus 
product  shall  be  conducted  by  methods 
which  will  quantltate  each  virus. 

[34  FR  18004.  Nov.  7.  1969  a.^  amended  at  40 
FR  46093.  Oct.  6.  1975;  56  FR  66785.  Dec.  26. 
19911 

§118.8  In  vitro  tests  for  serial  release. 

(ti)  Master  Seed  which  has  been  es- 
tablished as  pure,  safe.  and 
immunogenic  shall  be  used  for  pre- 
parinir  seed  for  iproduotion  as  specified 
in  the  Standard  Requirements  or  in  the 
filed  Outline  of  Production.  The  Ad- 
ministrator may  exempt  a  product 
from  a  required  animal  potency  test  for 
release  when  an  evaluation  can.  with 
reasonable  certainty,  be  made  by: 

(1)  Subjecting  the  master  seed  to  the 
applicable  requirements  prescribed  in 
HUS.64, 113.100. 113.200,  and  113.300; 

(2)  Testing  the  Master  Seed  for 
immunoerpnicity  in  a  manner  accept- 
able to  the  Animal  and  Plant  Health 
Inspection  Service  (APHIS); 

(3)  Establishing  satlsfjactory  potency 
for  the  product  in  accordance  with  the 
following  provisions: 
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(i)  Potency  for  live  products  may  be 

determined  by  logm  virus  titer  or  de- 
termininsT  the  live  bacterial  count 
based  on  the  protective  dose  used  in 
the  Master  Seed  immimogenicity  test 
plus  an  adequate  overage  for  adverse 
conditions  and  test  error:  and 

(ii)  Potency  for  inactivated  products 
may  be  determined  using  tests  for  rel- 
ative antlffen  content  by  comparing 
the  antigen  content  of  the  test  serial 
to  a  reference  preparation  using  a  par- 
allel line  immunoassay  or  equivalent 
method  which  measures  linearity, 
specificity,  and  reproducibility  in  a 
manner  acceptable  to  APHIS. 

(b)  In  the  case  of  live  products,  each 
serial  and  snbserial  of  desiccated  prod- 
uct derived  from  an  approved  Master 
Seed  and  bulk  or  final  container  sam- 
ples of  each  serial  of  completed  liquid 
product  derived  trom  an  approved  Mas- 
ter Seed  shall  be  evaluated  by  a  test 
procedure  acceptable  to  APHIS.  On  the 
basis  of  the  results  of  the  test,  as  com- 
pared with  the  required  minimum  po- 
tency, each  serial  and  subserial  shall 
either  be  released  to  the  firm  for  mar- 
keting or  withheld  from  the  market. 

evaluation  of  sadi  products  shall 
be  made  in  accordanoe  with  the  fol- 
lowing criteria: 

(1)  If  the  initial  test  shows  the  count 
or  titer  to  equal  or  exceed  the  required 
minimum,  the  serial  or  subserial  is  sat- 
isfactory without  additional  testing. 

(2)  If  the  initial  test  shows  the  count 
or  titer  to  be  lower  than  the  required 
minimum,  the  serial  or  subserial  may 
be  retested,  using  double  the  number  of 
samples.  The  average  counts  or  titers 
obtained  in  the  retests  shall  be  deter- 
mined. If  the  average  is  less  than  the 
required  minimum,  the  serial  or  sub- 
serial  is  unsatisfactory  without  further 
consideration. 

(3)  If  the  average  is  equal  to  or  great- 
er than  the  required  minimum,  the  fol- 
lowing shall  apply  to  live  virus  vac- 
cines: 

(i)  If  the  difference  between  the  aver- 
age titer  obtained  in  the  retests  and 
the  titer  obtained  in  the  initial  test  is 
lOo-T  or  greater,  the  initial  titer  may  be 
considered  a  result  of  test  system  error 
and  the  serial  or  subserial  considered 
satisfactory  for  virus  titer. 

(11)  If  the  difference  between  the  av- 
erage titer  obtained  in  the  retests  and 


the  titer  obtained  in  the  initial  test  is 

less  than  10°  a  new  average  shall  be 
determined  using  the  titers  obtained  in 
all  tests.  If  the  new  average  is  below 
the  required  minimum,  the  serial  or 
subserial  is  unsatisffiMJtory. 

(4^  If  the  average  Is  equal  to  or  great- 
er than  the  required  minimum,  the  fol- 
lowing shall  apply  to  bacterial  vac- 
cines: 

(i)  If  the  average  count  obtained  in 
the  retests  is  at  least  three  times  the 
count  obtained  in  the  initial  test,  the 
initial  count  may  be  considered  a  re- 
sult of  test  system  error  and  the  serial 
or  subserial  considered  satisfactory  for 
bacterial  count. 

(U)  If  the  average  count  obtained  in 
the  retests  is  less  than  three  times  the 
count  obtained  in  the  initial  test,  a 
new  average  shall  be  determined  luiiiff 
the  counts  obtained  in  all  tests.  If  the 
new  average  count  is  below  the  re- 
quired minimum,  the  serial  or  sub- 
serial  is  unsatlsflictory. 

(5)  Exceptions.  When  a  product  is  eval- 
uated in  terms  other  than  logio  virus 
titer  or  organism  count,  an  appropriate 
difference  between  the  average  potency 
value  obtained  in  the  retests  and  the 
potency  value  obtained  in  the  initial 
test  shall  be  established  for  use  in 
paragraphs  (bKS)  and  (bK4)  of  this  tec- 
tion  to  evaluate  such  products  and 
shall  be  specified  in  the  product  Stand- 
ard Requirement  or  filed  Outline  of 
Production. 

(c)  In  the  case  of  inactivated  prod- 
ucts, bulk  or  final  container  samples  of 
completed  product  from  each  serial  de- 
rived firom  an  approved  Master  Seed, 
shall  be  evaluated  for  relative  antigen 
content  (potency)  as  compared  with  an 
unexpired  reference  by  a  paiallel  line 
immunoassay  or  other  prooednre  ac- 
ceptable to  APHIS. '  Firms  currently 
using  immunoassays  which  do  not  sat- 
isfy this  requirement  shall  have  2  years 
from  the  effective  date  of  the  final  role 


*A  method  for  evaluating-  relative  antigen 
content.  Supplemental  Assay  Method  318, 
and  relative  potency  calculation  software 
are  available  from  the  United  States  Depart- 
ment of  Agriculture.  Animal  and  Plant 
Health  Inspection  Service.  Veterinary  Sov- 
ices.  National  Veterinary  Services  Labora- 
tories, Center  for  Veterinary  Biologies— Lab- 
oratory. 1800  Dayton  Road,  P.  O.  Box  8M. 
Ames,  Iowa  50010. 
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to  update  their  filed  Outlines  of  Pro- 
duction to  be  in  compliance  with  this 
requirement  unless  granted  an  ezten- 

sion  by  the  Administrator  based  on  a 
showing  by  the  firm  seeking-  the  exten- 
sion that  they  have  made  a  good  lailh 
effort  with  due  diligence  to  achieve 
compliance.  On  the  basis  of  the  results 
of  such  test  procedures,  each  serial 
that  meets  the  required  minimum  po- 
tency shall  be  released  to  the  firm  for 
marketing;  each  serial  not  meeting  the 
required  minimum  potency  shall  be 
withheld  from  the  market.  The  evalua- 
tion of  such  inroduots  shall  be  made  in 
accordance  with  the  following  criteria: 
fl)  A  test  that  results  in  no  valid 
lines  is  considered  a  ''no  test"  and  may 
be  repeated. 

(2)  An  initial  test  (test  1)  that  results 
in  valid  lines  that  are  not  parallel  is 
considered  a  valid  equivocal  test.  Re- 
lease of  the  serial  may  not  be  based  on 
such  test  since  the  result  cannot  be 
termed  "satlsfi&ctory"  or  "unsatisfac^ 
tory." 

(3)  If  the  Initial  test  (test  1)  shows 
that  potency  equals  or  exceeds  the  re- 
quired minimum  potency,  the  serial  is 
satisfactory  without  additional  test- 
ing. 

(4)  If  the  initial  test  (test  1)  is  an 

equivocal  test  due  to  lack  of  par- 
allelism, the  serial  may  be  retested  up 
to  three  times  (tests  2,  3,  and  4)  with 
disposition  to  be  as  specttled  in  para^ 

graphs  fcK4")('i)  and  (ii)  of  this  section; 
Provided,  That,  if  the  serial  Is  not  re- 
tested  or  the  other  provisions  of  this 
section  are  not  satisfied,  the  serial 
shall  be  deemed  unsatisfactory. 

(i)  If:  The  first  retest  (test  2)  fol- 
lowing an  initial  equivocal  test;  the 
second  retest  (test  8)  following  two 
consecutive  equivocal  tests  (tests  1  and 
2);  or  the  third  retest  (test  4)  following 
three  consecutive  equivocal  tests  (tests 
1.  2,  and  8)  shows  that  the  potency 
equals  or  exceeds  the  required  min- 
imum potency,  the  serial  is  satisfac- 
tory. 

(11)  If  the  first  retest  (test  2)  fol- 
lowing an  initial  equivocal  test  shows 
that  potency  is  less  than  the  required 
minimum  potency,  disposition  of  the 
serial  will  be  based  on  the  outcome  of 
retests  2  and  3  (tests  3  and  4)  as  follows: 
if  either  retest  (test  3  or  4)  shows  that 
potency  is  less  than  the  required  min- 


imum potency,  the  serial  is  unsatisfac- 
tory. If  either  retest  2  or  retest  3  (tests 
3  or  4)  is  an  equivocal  test,  or  in  the 

event  that  each  retest  (tests  2.  3,  and  4) 
following  an  initial  equivocal  test  is 
also  an  equivocal  test,  the  accumulated 
test  results  shall  be  considered  indic- 
ative of  a  lack  of  potency  and  release 
of  the  serial  withheld.  In  which  case, 
the  licensee  may  submit  data  con- 
firming the  continued  validity  of  the 
test  system  to  APHIS  for  review  and 
approval.  If  the  data  are  acceptable  to 
APHIS,  the  potency  test  may  be  re- 
peated by  the  firm,  subject  to  the  pro- 
visions specified  in  paragraphs  (i)  and 
(ii)  and  confirmatory  testing  by 
APHIS. 

(5)  If  the  initial  test  (test  1)  shows 
that  potent  iM  less  than  the  required 
minimum  potency,  the  serial  may  be 
retested  a  minimum  of  two  times  (tests 
2  and  3)  but  not  more  than  three  times 
(tests  2,  3,  and  4)  with  disposition  as 
specified  in  paragraphs  (c)(5)  (i)  and  (ii) 
of  this  section;  Provided,  That,  if  the 
serial  is  not  retested  or  the  other  pro- 
visions of  this  section  are  not  satisfied, 
the  serial  shall  be  deemed  unsatisfte- 
tory. 

(i)  If  two  consecutive  retests  (tests  2 
and  8)  show  that  potency  of  the  serial 

equals  or  exceeds  the  required  min- 
imum potency,  the  serial  is  satisfac- 
tory. If  one  of  the  two  retests  (test  2  or 
8)  shows  that  the  potency  is  less  than 
the  required  minimum  potency,  the  se- 
rial is  unsatisfactory. 

(ii)  If  one  of  the  retests  (tests  2  or  3) 
shows  that  the  potency  equals  or  ex- 
ceeds the  required  minimum  potency 
and  the  other  retest  (test  2  or  3)  is  an 
equivocal  test,  a  third  retest  (test  4) 
may  be  perfomtied.  If  the  third  retest 
(test  4)  shows  that  the  potency  of  the 
serial  equals  or  exceeds  the  required 
minimum  potency,  the  serial  is  deemed 
satisfactory.  If  both  retests  (tests  2  and 
3)  or  if  the  third  retest  (test  4")  is  an 
equivocal  test,  the  accumulated  test 
results  shall  be  considered  indicative  of 
a  lack  of  potency  and  release  of  the  se- 
rial withheld,  in  which  case  the  li- 
censee may  submit  data  confirming  the 
continued  validity  of  the  test  system 
to  APHIS  for  review  and  approval.  If 
the  data  are  acceptable  to  APHIS,  the 
potency  test  may  be  repeated  by  the 
firm,  subject  to  the  provisions  specified 
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in  paragraidiB  (c)(4)  (i)  and  (li)  and 

(c)(5)  (i)  and  (ii)  of  this  section,  and 
confirmatory  testing  by  APHIS. 

(d)  Repeat  immunogenicity  tests.  (1) 
The  accuracy  of  the  protective  dose  ee- 
tablished  for  live  products  in  the  Mas- 
ter .Seed  immunog'enicity  test  and  de- 
fined as  live  viius  titer  or  live  bac- 
terial count  ahaU  be  confirmed  In  8 
years  in  a  manner  acceptable  to 
APHIS,  unless  use  of  the  lot  of  Master 
beed  previously  tested  is  discontinued. 

(2)  All  determinations  of  relative 
antigen  content  using  parallel  line 
immunoassays  or  equivalent  methods 
shall  be  conducted  with  an  unexpired 
reference.  The  lot  of  reference  used  to 
determine  antigenic  content  shall  have 
an  initial  dating  period  equal  to  the 
dating  of  the  product  or  as  supported 
hy  data  acceiitable  to  APHIS,  except 
that  frozen  references  may  have  an  ini- 
tial dating  of  up  to  5  years,  Provided, 
That  the  request  for  dating  of  the  fro- 
sen  references  beyond  the  dating  of  the 
product  is  supported  by  preliminary 
data  acceptable  to  APHIS  and  includes 
provisions  for  monitoring  the  stability 
of  the  reference  to  determine  when  the 

potency  starts  to  decline  and  for  t.ak- 
Ing  the  appropriate  steps  to  requalify  a 
reference  with  deciimug  potency  either 
by  testing  a  Qualifying  Serial  in  host 
animals  ot-  by  providing  other  evidence 
of  immunoe-enicitv.  e.g.,  antibody 
titers  or  laboratory  animal  test  data 
imvioosly  correlated  to  host  animal 
protection  in  a  manner  acceptable  to 
APHIS.  Prior  to  the  e.xpiration  date, 
snch  reference  may  be  granted  an  ex- 
tension of  dating*  Provided.  That  its 
immunogenicity  has  been  confirmed 
using  a  Qualifying  Serial  of  product  in 
a  manner  acceptable  to  APHIS.  The 
dating  period  of  the  Master  Reference 
and  Working  Reference  may  be  ex- 
tended by  data  acceptable  to  APHIS  if 
the  minimum  potency  of  the  Master 
Reference  is  determined  to  be  ade- 
quately above  the  minimum  level  need- 
ed to  provide  protection  in  the  host 
animal.  If  a  new  Master  Reference  is 
established,  it  shall  be  allowed  an  ini- 
tial dating  period  equal  to  the  dating 
of  the  product  or  as  supported  by  data 
acceptable  to  APHIS,  except  that  fro- 
aen  references  may  have  an  initial  dat- 
ing period  of  5  years,  or  a.s  supported 
by  data  acceptable  to  APHIS.  Prior  to 


the  expiration  date,  snch  reference 

may  be  granted  an  extension  of  dating 
by  confirming  its  immunogenicity 
using  a  Qualifying  Serial  of  product. 

(e)  Final  container  samples  of  com- 
pleted product  derived  from  Master 
Seed  found  immunogenic  in  accordance 
with  paragraph  (a)  of  this  section  and 
found  satisfactory  in  accordance  with 
paragraphs  (b)  and  (c)  of  this  section 
may  also  be  subjected  to  an  animal  po- 
tency test  by  Animal  and  Plant  Health 
Inspection  Service  as  provided  in  tUs 
paraorraph.  Produc-ts  shall  be  used  ac- 
cording to  label  directions  including 
d08e(8)  and  route  of  administration. 

(1)  A  one  stage  test  using  20  vac- 
cinates and  5  controls  or  a  two  stage 
test  using  10  vaccinates  and  5  controls 
for  ea6h  stage  diall  be  used.  TIia  cri- 
teria used  for  judging  the  speolilo  re- 
sponse in  the  controls  and  vaccinates 
shall  be  in  accordance  with  the  test 
protocol  used  in  the  Blaster  Seed 
immunogenicity  test. 

(2)  If  at  least  80  percent  of  the  con- 
trols do  not  show  specific  responses  to 
challenge,  the  test  is  inconduaivis  and 
may  be  repeated.  If  a  vaccinate  dlowB 
the  specific  responses  to  challenge  ex- 
I>ected  In  the  controls,  the  vaccinate 
shall  be  listed  as  a  failure. 

(3)  The  results  of  the  testing  shall  be 
evaluated  according  to  the  following 
table: 


Cumulative  totals 


stage 

Num- 
b«r  of 
ani- 
mals 

Failures  for 
sa^actofy 

Failures  tor 
unaatiatao- 
loryMiMi 

1   

10 
20 

1  or  less 

3  or  more. 
5  or  mora. 

2  (or  1)   

4  or  1088   

(4)  When  a  serial  has  been  found  un- 
satisfitctory  for  potency  by  the  test 

provided  in  paragraphs  (e)Cl),  (2).  and 
(3)  of  thi.s  .section,  the  .serial  shall  be 
withheld  from  the  market  and  tiie  fol- 
lowing actions  taken: 

(i)  The  Administrator  shall  require 
that  at  least  two  additional  serials  pre- 
pared with  the  same  Master  Seed  be 
subjected  to  similar  animal  potency 
tests  by  Animal  and  Plant  Health  In- 
spection Service  or  the  licensee  or 
both. 

(11)  If  another  serial  is  found  unsatis- 
factory for  potency,  the  product  shall 
be  removed  from  the  market  while  a 


602 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Service,  USDA 


§113.25 


reevaluation  of  the  product  is  made 
and  the  lurablein  is  resolved. 

[48  PR  22625.  May  31.  1984.  as  amended  at  56 
PR  66784,  66786.  Dec.  26.  1991;  62  FR  19038,  Apr. 
18.  19971 

§  113.9   New  potency  test. 

A  potency  test  written  into  the  filed 
Outline  of  Production  for  a  product 
shall  be  considered  confidential  inform 
mation  by  Animal  and  Plant  Health  In- 
spection Service  until  at  least  two  ad- 
ditional product  licenses  are  issued  for 
the  product  or  unless  use  of  the  test  is 
authorized  by  the  licensee,  in  which 
case,  such  potency  test  may  be  pub- 
lished as  part  of  the  Standard  Require- 
ment for  the  product. 

(a)  Until  a  potency  test  is  published 
as  part  of  the  Standard  Requirement 
for  the  product,  reference  to  such  a 
test  shall  be  made  in  the  filed  Outline 
of  Production  and  the  test  shall  be  con- 
ducted. 

(b)  When  a  potency  test  has  been  pub- 
lished as  part  of  the  Standard  Require- 
ment, such  test  shall  be  conducted  un- 
less the  product  is  specifically  exempt- 
ed as  provided  in  §113.4. 

[40  FR  14084,  Mar.  28.  1975.  as  amended  at  56 

FR  66784.  Dec.  26,  1991] 

$113.10    Testing  of  bulk  material  for 
export  or  for  further  manufacture. 

When  a  product  is  prepared  in  a  li- 
censed establishment  for  export  in 
large  multiple-dose  containers  as  pro- 
vided in  §  112.8(d)  or  (e)  of  this  sub- 
chapter or  for  further  manufacturing 
purposes  as  provided  in  f  114.3(d)  of  this 
subchapter,  samples  of  the  bulk  mate- 
rial shall  be  subjected  to  all  required 
tests  prescribed  in  the  filed  Outline  of 
Production  or  Standard  ReQUtrements 
for  the  product.  Samples  of  con- 
centrated liquid  product  shall  be  di- 
luted to  a  volume  equal  to  the  contents 
of  the  sample  times  the  concentration 
fskotor  prior  to  initiatinflr  potency  tests. 

[49  FR  45846.  Nov.  21. 1984] 

Standard  Procedures 

S 113^   Culture  media  for  detectum  of 
bacteria  and  fungi. 

(a)  Ingredients  for  which  standards 
are  prescribed  in  the  United  States 
Pharmacopeia,  or  elsewhere  in  this 


part,  shall  conform  to  such  standards. 
In  lieu  of  preparing  the  media  from  the 
individual  ingredients,  they  may  be 
made  from  dehydrated  mixtures  which, 
when  rehydrated  with  purified  water, 
have  the  same  or  equivalent  composi- 
tion as  such  media  and  have  growth- 
promoting  buffering,  and  oxygen  ten- 
sion-controlling properties  equal  to  or 
better  than  stich  media.  The  formulas 
for  the  composition  of  the  culture 
media  prescribed  in  §§113.26  and  113.27 
are  set  forth  in  the  United  States  Phar- 
macopeia, 19th  Edition. 

<b)  The  licensee  shall  test  each  quan- 
tity of  medium  prepared  at  one  time 
from  individual  ingredients  and  the 
first  quantity  prepared  from  each  lot  of 
commercial  dehydrated  medium  for 
growth-promoting  qualities.  If  any  por^ 
tion  of  a  lot  of  commercial  dehydrated 
medium  is  held  for  90  days  or  longer 
after  being  so  tested,  it  shall  be  re- 
tested  before  use.  Two  or  more  strains 
of  micro-orgahisms  that  are  exacting 
in  their  nutritive  requirements  shall  be 
used.  More  than  one  dilution  shall  be 
used  to  demonstrate  the  adequacy  of 
the  medium  to  support  the  growth  of  a 
mInlTnnm  number  of  micro-organisms. 

(c)  The  sterility  of  the  medium  shall 
be  confirmed  by  incubating  an  ade- 
quate number  of  test  vessels  and  exam- 
ining each  for  growth.  Additional  con- 
trol may  be  used  by  incubation  of  rep- 
resentative uninorulated  test  vessels 
for  the  required  incubation  period  dur- 
ing each  test. 

(d)  A  determination  shall  be  made  by 
the  licensee  for  each  biological  product 
of  the  ratio  of  inoculum  to  medium 
which  shall  result  in  sufficient  dilution 
of  such  product  to  prevent 
bacteriostatic  land  fungistatic  activity. 
The  det^mination  may  be  made  by 
tests  on  a  representative  biolog-ical 
product  for  eaich  group  of  comparable 
products  containing  Identical  preserva- 
tives at  equal  or  lower  concentrations. 
Inhibitors  or  neutralizers  of  preserva- 
tives, approved  by  the  Administrator, 
may  be  considered  in  determining  the 
proper  raldo. 

[35  FR  16099,  Oct.  13,  1970,  as  amended  at  37 
FR  2430.  Feb.  1,  1972:  41  FR  27716,  July  6, 1878; 
56  FR  66784.  Dec.  26. 19913 
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and  ftmgl  except  in  live  vaeeine. 

Each  serial  and  subserial  of  biologri- 
cal  product  except  live  vaccines  shall 
be  tested  as  prescribed  in  this  section 
imleBS  otherwise  specified  by  the  Ad- 
ministrator. When  cell  lines,  primary 
cells,  or  ingredients  of  animal  origin 
used  in  the  preparation  of  a  biological 
product  are  required  to  be  free  of  vla^ 
ble  bacteila  and  fungi,  they  shall  also 
be  tested  as  prescribed  in  this  section. 

(a)  The  media  to  be  used  shall  be  as 
follows: 

(1)  Fluid  Thlofflyeollate  Medium  with 

0.5  percent  beef  extract  shall  he  used  to 
test  for  bacteria  in  bioloi^iual  products 
containing  clostridial  toxoids, 
baoterinSt  and  baoterin-tozoids. 

(2)  Fluid  ThioglycoUate  Medium  with 
or  without  0.5  percent  beef  extract 
shall  be  used  to  test  for  bacteria  in  bio- 
logical products  other  than  clostridial 
toxoids,  bacterins,  and  bacterin-tox- 
oids. 

(3)  Soybean-Casein  Digest  Medium 
shall  be  used  to  test  biological  prod- 

ucts  for  fungi;  provided,  that  Fluid 
Thiogrlycollate  Medium  without  beef 
extract  shall  be  substituted  when  test- 
ing biological  products  containing  mer- 
curial pre8er?stiTee* 

(b)  Test  procedure: 

(1)  Ten  test  vessels  shall  be  used  for 
each  of  two  media  selected  in  accord- 
ance with  paragraph  (a)(1),  (a)(2),  or 

(a)(3)  of  this  section.  Each  test  vessel 
shall  contain  sufficient  medium  to  ne- 
gate the  bacteriostatic  or  fungistatic 
activity  in  the  inoculum  as  determined 

in  §113. 25(d). 

(2)  Inoculum: 

(i)  When  completed  product  is  tested, 
10  final  container  samples  from  each 

serial  and  each  subserial  shall  be  test- 
ed. One  ml  from  each  sample  shall  be 
inoculated  into  a  corresponding  indi- 
vidual test  vessel  of  culture  medium: 
Provided,  That,  if  each  final  container 
sample  contains  less  than  2  ml,  one- 
half  of  the  contents  shall  be  used  as 
inoculum  for  each  test  vessel. 

(ii)  When  cell  lines,  primary  cells,  or 
ingredients  of  animal  origin  are  tested, 
at  least  a  20  ml  test  sample  from  each 
lot  shall  be  tested.  One  ml  shall  be  In- 
oculated into  each  test  vessel  of  me- 
dium. 
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(8)  Incubation  shall  be  for  an  obeerva^ 

tlon  period  of  14  days  at  30  °to  35  °C.  to 
test  for  bacteria  and  14  days  at  20  °to  25 
°0.  to  test  for  fungi. 

(4)  If  the  Inoculum  renders  the  me- 
dium turbid  so  that  the  absence  of 
growth  cannot  be  determined  by  visual 
examination,  subcultuies  shall  be  made 
on  the  seventh  to  eleventh  day  flrom  bi- 
ological  products  prepared  ftom 
clostridial  toxoids,  bacterins.  and 
bacterln-toxoids  and  the  third  to  sev- 
enth day  for  other  biological  products. 
Portions  of  the  turbid  medium  in 
amounts  of  not  less  than  1.0  ml.  shall 
be  transferred  to  20  to  25  ml.  of  fresh 
medium,  and  incubated  the  balance  of 
the  14-day  period. 

(c)  Examine  the  contents  of  all  test 
vessels  for  macroscopic  microbial 
growth  during  the  Incubation  period. 
When  demonstrated  by  adequate  con- 
trols to  be  invalid,  the  test  may  be  re- 
peated. For  each  set  of  test  vessels  rep- 
resenting a  serial  or  subserial  In  a 
valid  test,  the  following  rules  shall 
apply: 

(1)  U  no  growth  is  found  in  any  test 
vessel,  the  serial  or  subserial  meets  the 

requirements  of  the  test, 

(2)  If  growth  is  found  in  any  test  ves- 
sel, one  retest  to  rule  out  faulty  tech- 
nique may  be  conducted  using  20  un- 
oiiened  final  container  samples. 

(3)  If  growth  is  found  in  any  test  ves- 
sel of  the  final  test,  the  serial,  sub- 
serial,  or  ingredients  to  be  used  in  the 
preparation  of  a  biological  product,  as 
the  ca.se  may  be.  is  unsatisfactory. 

[35  FR  16039.  Oct.  13.  1970.  as  amended  at  37 
FR  2430.  Feb.  1.  1972:  39  FR  21042.  June  18. 
1974;  40  FR  758.  Jan.  3.  1975:  40  FR  14084.  MST. 
28. 1875;  56  FR  66784.  Dec.  26. 1881] 

§113^  Detection  of  eztraneousviabla 

bacteria  and  fungi  in  live  vaccinea. 

Unless  otherwise  specified  by  the  Ad- 
ministrator or  elsewhere  exempted  in 
this  part,  each  serial  and  subserial  of 
live  vaccine  and  each  lot  of  Master 

Seed  Virus  and  Master  Seed  Bacteria 
shall  be  tested  for  extraneous  viable 
bacteria  and  fungi  as  prescribed  in  this 
section.  A  Master  Seed  found  unsatis- 
factory shall  not  be  used  in  vaccine 
production  and  a  serial  found  unsatis- 
factory shall  not  be  released. 

(a)  Live  viral  vaccines.  Each  serial  and 
subserial  of  live  viral  vaccine  shall  be 
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tested  for  purity  as  prescribed  in  this 
paragrapli.  However,  products  of  chick- 
en embryo  origin  recommended  for  ad- 
ministration other  than  by  parenteral 
injection  may  be  tested  as  provided  in 
paragraph  (,e)  of  this  section. 

(1)  Soybean  Casein  Digest  Medium 
shall  be  used. 

(2)  Ten  final  container  samples  from 
each  serial  and  subserial  shall  be  test- 
ed. 

(3)  Immediately  prior  to  starting  the 
test,  frozen  liquid  vaccine  shall  be 
thawed,  and  desiccated  vaccine  shall  be 
rebydrated  as  reconunended  on  Idie 
label  with  accompanying  diluent  or 
with  sterile  purified  water. 

(4)  To  te.si  for  bacteria,  place  0.2  ml 
of  vaccine  from  each  final  container 
into  a  corresponding  individual  vessel 
containing  at  least  120  ml  of  Soybean 
Casein  Dierest  Medium.  Additional  me- 
dium shall  be  used  if  the  determination 
required  in  f  113.25(d)  Indicates  tbe  need 
for  a  s^reater  dilution  of  the  product. 
Incubation  shall  be  at  30  °to  35  °C  for  14 
days. 

(5)  To  test  for  fdngi.  place  0.2  ml  of 

vaccine  from  each  final  container  sam- 
ple into  a  corresponding  individual  ves- 
sel containing  at  least  40  ml  of  Soy- 
bean Casein  Digest  Medium.  Additional 
medium  shall  be  used  if  the  determina- 
tion reqnirod  in  §  113.25(d)  indicates  the 
need  for  a  greater  dilution  of  the  prod- 
uct. Incubation  shall  be  at  20  **to  25  *C 
for  14  days. 

(6)  Examine  the  contents  of  all  test 
vessels  macroscopically  for  microbial 
growth  at  tbe  end  of  the  incubation  pe- 
riod. If  growth  in  a  vessel  cannot  be  re- 
liably determined  by  visual  examina- 
tion, judgment  shall  be  confirmed  by 
subcultures,  microscopic  examination, 
or  both. 

(7)  For  each  set  of  test  vessels  rep- 
resenting a  serial  or  subserial  tested 
according  to  these  procedures,  the  fol- 
lowing rules  shall  apply: 

<ii  If  errowth  is  found  in  2  or  3  test 
vessels  of  the  initial  test,  1  retest  to 
rule  out  faulty  technique  may  be  con- 
ducted using  20  unopened  final  con- 
tainer samples. 

(il)  If  no  growth  is  found  in  9  or  10  of 
the  test  vessels  in  the  initial  test,  or  19 
or  20  vessels  in  the  retest,  the  serial  or 
subserial  meets  the  requirements  of 
the  test. 


0#.USDA  §113.27 

(iii)  If  growth  is  found  in  four  or 
more  test  vessels  in  the  initial  test,  or 
two  or  more  in  a  retest,  the  serial  or 
subserial  is  unsatisfactory. 

(b)  Live  bacterial  vaccines.  Each  serial 
or  subserial  of  live  bacterial  vaccine 
shall  be  tested  for  purity  as  prescribed 
in  this  paragraph. 

(1)  Soybean  Casein  Digest  Medium 
and  Fluid  ThioglycoUate  Medium  shall 
be  used. 

(2)  Ten  final  container  samples  from 
each  serial  and  subserial  shall  be  test- 
ed. 

(3)  Immediately  prior  to  starting  the 
test,  frozen  liquid  vaccine  shall  be 

thawed,  and  desiccated  vaccine  shall  be 
rehydrated  as  recommended  on  the 
label  with  accompanying  diluent  or 
with  sterile  purified  water.  Product 
recommended  for  mass  vaccination 
shall  be  rehydrated  at  the  rate  of  30  ml 
sterile  purified  water  per  1,000  doses. 

(4)  To  test  for  extraneous  bacteria, 
place  0.2  ml  of  vaccine  from  each  final 
container  into  a  corresponding  indi- 
vidual vessel  containing  at  least  40  mi 
of  Fluid  ThioglycoUate  Medium.  Addi- 
tional medium  shall  be  used  if  the  de- 
termination required  in  §  113.25(d)  indi- 
cates the  need  for  a  greater  dilution  of 
the  product.  Incubation  diall  be  at  30 
"to  35     for  14  days, 

(5)  To  test  for  extraneous  fungi,  place 
0.2  ml  of  vaccine  from  each  final  con- 
tainer into  a  corresponding  Individual 
vessel  containing  at  least  40  ml  of  Soy- 
bean Casein  Digest  Medium.  Additional 
medium  shall  be  used  if  the  determina- 
tion required  iin  §  113.25(d)  indicates  the 
nt  (Ml  for  a  greater  dilution  of  the  prod- 
uct. Incubation  shall  be  at  20  °to  25  "C 
for  14  days. 

(6)  Examine  the  contents  of  all  test 
vessels  macroscopically  for  atypical 
microbial  growth  at  the  end  of  the  in- 
cubation period.  If  growth  of  extra- 
neous microorRaniams  cannot  be  reli- 
ably determined  by  visual  examina- 
tion, judgment  shall  be  confirmed  by 
subculturing,  microscopic  examina- 
tion, or  both.  I 

(7)  For  each  set  of  test  vessels  rep- 
resenting a  serial  or  subserial  tested 
according  to  these  procedures,  the  fol- 
lowing rules  shall  apply: 

(i)  If  extraneous  growth  is  found  in  2 
or  3  test  vessels  of  the  initial  test.  1 
retest  to  rule  out  faulty  technique  may 
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be  conducted  using  20  unopened  final 

container  samples. 

(ii)  If  no  extraneous  growth  is  found 
in  9  or  10  test  vessels  in  tlie  initial  test, 
or  19  or  20  vessels  in  the  retest,  the  se- 
rial or  subserial  meets  the  require- 
ments of  the  test  . 

(iii)  If  extraneous  growth  is  found  in 
4  or  more  test  vessels  in  the  inltlAl 
test,  or  2  or  more  in  a  retest,  the  serial 
or  subserial  is  unsatisfactory. 

(c)  Master  Seed  Virus.  Not  less  than  4 
ml  of  each  lot  of  Master  Seed  Vims 
shall  be  tested.  Frozen  liquid  Master 
Seed  Virus  shall  be  thawed,  and  des- 
iccated Master  Seed  Virus  shall  be  re- 
hydrated  with  Soybean  Casein  Digest 
Medium  immediately  prior  to  staring 
the  test. 

(1)  To  test  for  bacteria,  place  0.2  ml 
of  the  sample  of  Master  Seed  Virus  into 
10  individual  vessels  each  containing  at 
least  120  ml  of  Soybean  Casein  Digest 
Medium.  Incubation  shall  be  at  30  °to 
35  "C  for  14  d&ya. 

(2)  To  test  for  fUngi,  place  0.2  ml  of 
the  sample  of  Master  Seed  Virus  into  10 
individual  vessels  each  containing  at 
least  40  ml  of  Soybean  Casein  Digest 
Medium.  IncnlMttlon  shall  1>e  at  ao  *to 
25  °C  for  14  days. 

(3)  Examine  the  contents  of  all  test 
vessels  maorosoopioally  for  microbial 
growth  at  the  end  of  the  incubation  pe- 
riod.  If  growth  in  a  vessel  cannot  be  re- 
liably determined  by  visual  examina- 
tion, judgment  shall  be  confirmed  by 
subcultures,  microscopic  examination, 
or  both. 

(4)  For  each  set  of  test  vessels  rep- 
resenting a  lot  of  Master  Seed  Vims 
tested  according  to  these  procedures, 
the  following  rules  shall  apply: 

(1)  If  growth  is  foimd  in  any  test  ves- 
sel of  the  initial  test,  one  retest  to  rale 
out  Ikulty  technique  may  b<'  l  onducted 
using  a  new  sample  of  Master  Seed 
Virus. 

(ii)  If  growth  is  found  in  any  test  ves- 
sel of  the  final  test,  the  lot  of  Master 
Seed  Virus  is  unsatisfactory. 

(d)  Master  Seed  Bacteria.  Not  less  than 
4  ml  of  each  lot  of  Master  Seed  Bac- 
teria shall  be  tested.  Frozen  liquid 
Master  Seed  Bacteria  shall  be  thawed, 
and  desiccated  Master  Seed  Bacteria 
shall  be  rehydrated  with  sterile  puri- 
fied water  immediately  prior  to  start- 
ing the  test. 
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(1)  To  test  for  extraneous  baoteria, 

place  0.2  ml  of  the  sample  of  Master 
Seed  Bacteria  into  10  individual  vessels 
each  containing  at  least  40  mi  of  Fluid 
Thioglycollate  Medium.  Incubation 
shall  be  at  30  "to  35  C  for  14  dasrs. 

(2)  To  test  for  extraneous  fungi,  place 
0.2  ml  of  the  sample  of  Master  Seed 
Bacteria  into  10  individual  vessels  each 
containing  at  least  40  ml  of  Soybean 
Casein  Digest  Medium.  Incubation 
shall  be  at  20  °to  25  °C  for  14  days. 

(3)  Bxamine  the  contents  of  all  test 
vessels  macroscopically  for  atypical 
microbial  growth  at  the  end  of  the  in- 
cubation period.  If  growth  of  extra- 
neous microorganisms  cannot  be  reU- 
aUy  determined  by  visual  examina- 
tion, judgment  shall  he  confirmed  by 
subcultures,  microscopic  examination, 
or  both. 

(4)  For  each  set  of  test  vessels  rep- 
resenting a  lot  of  Master  Seed  Bacteria 
tested  according  to  these  procedures, 
the  following  rales  shall  apply: 

(1)  If  extraneous  growth  is  found  in 
any  test  vessel  of  the  initial  test,  one 
retest  to  rule  out  faulty  technique  may 
be  conducted  using  a  new  sample  of 
Master  Seed  Bacteria. 

(ii)  If  extraneous  growth  is  found  in 
any  test  vessel  of  the  final  test,  the  lot 
of  Master  Seed  Bacteria  is  unsati8llM>- 
tory. 

Ce)  Live  viral  vaccines  of  chicken  em- 
bryo origin  recommended  for  adminis- 
tration other  than  by  parenteral  injec- 
tion, which  were  not  tested  or  have  not 
been  found  free  of  bacteria  and  fungi  by 
the  procedures  prescribed  in  paragraph 
(a)  of  this  section,  may  be  tested  ao- 
cording  to  the  procedures  prescribed  in 
this  paragraph. 

CD  Brain  Heart  Infusion  Agar  shall  be 
used  with  500  Kinetic  (Kersey)  units  of 
penicillinase  per  ml  of  medium  added 
just  prior  to  pouring  the  plates. 

(2)  Ten  final  containers  from  each  se- 
rial and  each  subserial  shall  be  tested. 

(3)  Immediately  prior  to  starting  the 
test,  frozen  liquid  vaccine  shall  be 
thawed,  and  lyophilized  vaccine  shall 
be  rehydrated  to  the  quantity  rec- 
ommended on  the  label  using  the  ac- 
companying^ sterile  diluent  or  sterile 
purified  water.  Product  recommended 
for  mass  vaccination  shall  be  re- 
hydrated at  the  rate  of  30  ml  sterile  pu- 
rified water  per  1,000  doses. 
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(4)  From  each  container  sample,  each 
of  2  plates  shall  be  inoculated  with  vac- 
cine equal  to  10  doses  if  the  vaccine  is 
reoommended  for  poultry  or  1  dose  if 
the  vaccine  is  recommended  for  other 
animals.  Twenty  ml  of  medium  shall  be 
added  to  each  plate.  One  plate  shall  be 
Incubated  at  30  *'to  35  *tor  7  days  and 
the  other  plate  shall  be  incubated  at  20 
«>to  25  *C  for  14  days. 

(5)  Colony  counts  shall  be  made  for 
each  plate  at  the  end  of  the  incubation 
period.  An  average  colony  count  for  the 
10  samples  representing  the  serial  or 
subserial  shall  be  made  for  each  incu- 
balAon  condition. 

(6)  For  each  set  of  test  vessels  rep- 
resenting a  serial  or  subserial  tested 
according  to  these  procedures,  the  fol- 
lowing rules  shall  apply: 

(i)  If  the  average  count  at  either  in- 
cubation condition  exceeds  1  colony  per 
dose  for  vaccines  recommended  for 
poultry,  or  10  colonies  per  dose  for  vac- 
cines recommended  for  other  animals 
in  the  initial  test.  1  retest  to  rule  out 
faulty  technique  may  be  conducted 
using  ao  unopened  final  containers. 

(ii)  If  the  average  count  at  either  in- 
cubation condition  of  the  final  test  for 
a  serial  or  subserial  exceeds  1  colony 
per  dose  for  vaccines  recommended  for 
poultry,  or  10  colonies  per  dose  for  vac- 
cines recommended  for  other  animals, 
the  serial  or  subserial  is  unsatisfac- 
tory. 

[48  FR  28430,  June  22,  1963,  as  amended  at  56 
FR  66784.  Deo.  26, 1601] 

§  113.28  Detection  of  mycoplasma  con- 

The  heart  infusion  test,  using  heart 
infusion  broth  and  heart  infusion  agar, 
provided  in  this  section  shall  be  con- 
ducted when  a  test  for  mycoplasma 
contamination  is  prescribed  in  an  ap- 
plicable Standard  Requirement  or  in 
the  filed  Outline  of  Production  for  the 

product. 

(a)  Media  additives  provided  in  this 
paragraph  shall  be  prepared  as  follows: 

(1)  DPN-Cysteine  Solution: 

<i)  Use  Nicotinamide  adenine 
dinucleotide  (oxidized)  and  L-Cysteine 
hydrochloride. 

(ii;  Prepare  1  gram/ 100  milliliters 
(ml)  purified  water  (1  percent  solution) 
of  each.  Mix  the  solutions  topother:  the 
cysteine  reduces  the  DPN.  Filter  steri- 


lize, dispense  in  appropriate  amounts 
and  store  frozen  at  -20  degrees  centi- 
grade. 

(2)  Inactivated  horse  serum— horse 
serum  which  has  been  inactivated  at  56 

°C  for  30  minutes. 

(b)  Heart  Infusion  broth  shall  be  pre- 
pared as  provided  in  this  paragraph. 

(1)  Dissolve  in  970  ml  of  purified 
water,  25  grams  of  heart  infusion  broth, 
10  grams  of  proteose  peptone  No.  3,  and 
either  5  grams  of  yeast  autolsrsate  or  6 


ml  of  fresh  yeast  extract. 
(2)  Add  the  following: 

1  percent  tetrazoKum  chloride  (mi)   S.S 

1  percent  thallium  acetate  (ml)   25 

Penicillin  (units)   500,000 

hwctviMsd  hoiM  Mfuin  (ml)  ................................  100 


(3)  Adjust  pH  to  7.9  with  NaOH.  filter 

sterilize,  and  dispense  100  ml  aliquots 
into  125  ml  flasks  and  store  until  need- 
ed. 

(4)  Add  2  ml  of  DPN-Cystelne  solu- 
tion to  each  100  ml  of  broth  on  day  of 

use. 

(c)  Heart  Infusion  Agar  shall  be  pre- 
pared as  provided  in  this  paragraph. 

(1)  Dissolve  in  900  ml  of  purified 
water  by  boiling  the  following: 


Heart  Infusion  agar  (g)  „..„  25 

Hean-mfusion  broth  (g)    10 

Proteose  peptone  No.  3  (g)   10 

lpciliwilumao«lal*(mO   25 


(2)  Cool  the  medium  and  adjust  pH  to 

7.9  with  NaOH. 

(3)  Autoclave  the  medium. 

(4)  Cool  the  medium  80  minutes  in  a 
56  °C  waterbath. 

(5)  Dissolve  5  grams  of  yeast  autoly- 
sate in  100  ml  of  distilled  water,  filter 
sterilize,  and  add  to  the  medium. 

(0)  Add  to  the!  medium: 

126  ml  of  inactivated  horse  serum 
21  ml  of  DPN-Cysteine  solution 
525,000  units  of  Penicillin. 
Dispense  10  ml  aliquots  into  60x15  mm  dis- 
posable culture  dishes  or  petri  dishes. 

(d)  The  test  procedure  provided  in 
this  paragraph  shall  be  followed  when 
conducting  the  mycoplasma  detection 

test. 

(1)  Preparation  of  inoculum.  Imme- 
diately prior  to  starting  the  test,  fro- 
zen liquid  vaccine  shall  be  thawed,  and 

lyophilized  vaccine  shall  be  rehydrated 
to  the  volume  recommended  on  the 
label  with  mycoplasma  medium.  In  the 
case  of  a  lyophilized  biological  int>duct, 

e.g-..  1.000  dose  vial  of  poultry  vn  <  ine 
to  be  administered  via  the  drinking 
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water,  the  vaccine  shall  be  rehydrated 
to  80  ml  with  mycoplasma  medium.  In 
the  case  of  a  coll  line  or  a  sample  of 
primary  cells,  the  inoculum  shall  con- 
sist of  the  resuspended  cells.  Control 
tests  shall  be  established  as  provided  in 
paragraph  (d)(4)  of  this  section. 

(2)  Inoculation  of  plate.  Plate  0.1  ml 
of  inoculum  on  an  agar  plate  and  make 
a  short,  contlnaoas  streak  across  the 
plate  with  a  plpet.  Tilt  the  plate  to 
allow  the  inoculum  to  flow  over  the 
surface. 

(3)  Inoculation  of  flask  of  medium. 
Transfer  1  ml  of  the  inoculum  into  a 
flask  containing  100  ml  mycoplasma 
medium  and  mix  thoroughly.  Incubate 
the  flask  at  83  to  37  "C  for  14  days  dur- 
ing which  time,  one  of  four  agar  plates 
shall  be  streaked  with  0.1  ml  of  mate- 
rial from  the  incubating  flask  of  inocu- 
lated medium  on  the  8d  day,  one  on  the 
7th  day.  one  on  the  10th  day,  and  one 
on  the  14th  day  poat-inoculation. 

(4)  Control  tests  shall  be  conducted 
simultaneously  with  the  detection  test 
using  techniques  provided  in  para^ 
graphs  (d)(2)  and  (3)  of  this  section,  ex- 
cept the  inoculum  for  the  positive  con- 
trol test  ahall  be  selected  mycoplasma 
cultures  and  the  negative  control  test 
shall  be  unlnoculated  medium  from  the 
same  lot  used  in  the  detection  test. 

<6)  All  plates  shall  be  incubated  in  a 
high  humidity.  4-6  percent  CO2  atmos- 
phere at  33  "to  37  °C  for  10-14  days  and 
examined  with  a  stereoscopic  micro- 
scope at  3&C  to  lOOx  or  with  a  r^rular 
microscope  at  lOOx. 

(e)  Interpretation  of  test  results. 

(1)  If  growth  appears  on  at  least  one 
of  the  plates  in  the  positive  control 
test  and  does  not  appear  on  any  of  the 
plates  in  the  negative  control  test,  the 
test  is  valid. 

(2)  If  mycoplasma  colonies  are  found 
on  any  of  the  plates  inoculated  with 
material  being  tested,  the  results  are 
positive  for  mycoplasma  contamina- 
tion. 

[38  FR  28087,  Oct.  30,  1973.  as  amended  at  41 
FR  8752,  Feb.  18,  1978;  41  FR  32882.  Aug.  8. 
1976] 

§113.29  Determination  of  moisture 
content  in  deaiocated  biological 
prodnols* 

The  moisture  content  shall  be  deter- 
mined for  each  serial  of  desiccated 


product,  the  maximum  moistuie  con- 
tent for  each  product  shall  be  estab- 
lished and  an  acceptable  method  used 
to  determine  the  moisture  content 
shall  be  described  in  an  Outline  of  Pro- 
duction approved  for  filing  by  AFSB. 

151  FR  19352.  May  :").  19891 

S  113.30  Detection  of  Salimmella  OQBf 

tamination. 

The  test  for  detection  of  Salmonella 
contamination  provided  in  this  section 
shall  be  conducted  when  such  a  test  is 
prescribed  in  an  applicable  Standard 
Requirement  or  in  the  filed  Outline  of 
Production  for  the  product. 

(a)  Samples  shall  be  collected  ttom 
the  bulk  suspension  before 
bacteriostatic  or  bactericidal  agents 
have  been  added.  When  tissue  culture 
products  are  to  be  tested,  1  ml  of  tissue 
extract  used  as  t  he  source  of  cells  or  1 
ml  of  the  minced  tissue  per  se  shall  be 
tested. 

(b)  Five  ml  of  the  liquid  vaccine  sus- 
pension shall  be  used  to  inoculate  each 
100  ml  of  liquid  broth  medium  (tryptose 
and  either  selenite  F  or  tetrathlonate). 
The  inoculated  media  shall  be  incu- 
bated 18-24  hours  at  3&-37  "^C. 

(c)  Transfers  shall  be  made  to  either 
MacConkey  agar  or  Salmonella- 
Shigella  agar,  incubated  for  18-24  hours 
and  examined. 

(d)  If  no  growth  typical  of  Salmonella 
is  noted,  the  plates  shall  be  incubated 
an  additional  18-24  hours  and  again  ex- 
amined. 

(e)  If  suspicious  colonies  are  ob- 
served, further  subculture  on  suitable 
media  shall  be  made  for  positive  identi- 
fication. If  Salmonella  is  found,  the 
bulk  suspension  is  unwatisfactory. 

[88  FR  29888.  Oct.  80. 1978] 

§113.31   Detection  of  avian  lymphoid 
leukosis. 

The  complement-fixation  test  Ibr  de- 
tection of  avian  lymphoid  leukosis  pro- 
vided in  this  section  shall  be  conducted 
on  all  biological  products  containing 
virus  which  has  been  propagated  in 
substrates  of  chicken  origin:  Provided, 
An  inactivated  viral  product  shall  be 
exempt  from  this  requirement  if  the  li- 
censee can  demonstrate  to  Animal  and 
Plant  Health  inspection  Service  that 
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the  agent  used  to  inactivate  the  vac- 
cine virus  would  also  inactivate  lymph- 
oid leukosis  viras. 

(a)  Propagation  of  contaminating 
Ijrmphoid  leukosis  viruses,  if  present, 
shall  be  done  in  chick  embryo  cell  cul- 
tores. 

(1)  Each  vaccine  virus,  cytopathic  to 
chick  embryo  fibroblast  cells,  shall  be 
effectively  neutralized,  inactivated,  or 
separated  so  fhat  minimal  amoimts  of 
lymphoid  leukosis  virus  can  be  propa- 
gated on  cell  culture  during  the  21-day 
growth  period.  If  a  vaccine  virus  can- 
not t>e  effectively  neutralised,  inac- 
tivated, or  separated,  a  sample  of  an- 
other vaccine  prepared  the  same  week 
from  material  harvested  from  each 
source  flock  (or  other  sampling  proce- 
dure acceptable  to  Animal  and  Plant 
Health  Inspection  Service)  used  for  the 
preparation  of  the  questionable  vaccine 
virus  that  cannot  be  neutralized,  inac- 
tivated, or  separated  sball  be  tested 
each  week  during  the  preparation  of 
such  questionable  vaccine. 

(2)  When  cell  cultures  are  tested,  5  ml 
of  the  final  cell  suspension  as  prepared 
for  seeding  of  production  cell  cultures 
shall  be  used  as  inoculum.  When  vac- 
cines are  tested,  the  equivalent  of  200 
doses  of  Newcastle  disease  vaccine  or 

600  doses  of  other  vaccines  for  USe  In 
poultry,  or  one  dose  of  vai  t  ine  for  use 
in  other  animals  shall  be  used  as 
inoculum.  Control  cultures  shall  be 
prepared  from  the  same  cell  suspension 
as  the  cultures  for  testing  the  vaccine. 

(3)  Uninoculated  chick  embryo  fibro- 
blast cell  cultures  shall  act  as  negative 
controls.  One  set  of  chick  fibroblast 
cultures  inoculated  with  subgroup  A 
virus  and  another  set  inoculated  with 
subfrroup  B  virus  shall  act  as  positive 
controls.  A  and  B  respectively. 

(4)  The  cell  cultures  shall  be  propa- 
gated at  3&-37  °C  for  at  least  21  days. 
They  shall  be  passed  when  necessary  to 
maintain  viability  and  samples  har- 
vested from  each  passage  shall  be  test- 
ed for  group  specific  antigen. 

(b)  The  microtiter  complement-flza- 
tion  test  shall  be  performed  using  ei- 
ther the  50  percent  or  the  100  percent 
hemolytic  end  point  technique  to  de- 
termine complement  unitage.  Five  50 
percent  hemolytic  units  or  two  100  per- 
cent hemolytic  units  of  complement 
shall  be  used  for  each  test. 


(1)  All  test  materials,  including  posi- 
tive and  negative  controls,  shall  be 
stored  at  -60  "C  or  colder  until  used  in 

the  test.  Before  use.  each  sample  shall 
he  thawed  and  frozen  thi'ee  times  to 
disrupt  mtact  cells  and  release  the 
group  specific  antigen. 

(2)  The  antiserum  used  In  the 
microtiter  complement-fixation  test 
shall  be  a  standard  reagent  supplied  or 
approved  by  the  Animal  and  Plant 
Health  Inspection  Service.  Four  units 
of  antiserum  shall  be  used  for  each 
test. 

(3)  Presence  of  complement-fbdng  ac- 
tivity in  the  harvested  samples  (from 

passages)  at  the  1:4  or  higher  dilution, 
in  the  absence  of  anticomplementaiy 
activity,  shall  be  considered  a  positive 
test  unless  the  activity  can  definitely 
be  established  to  be  caused  by  some- 
thing other  than  lymphoid  leukosis 
virus,  subgroups  A  and/or  B.  Activity 
at  the  1:2  dilution  shall  be  considered 
suspicious  and  the  sample  further  sub- 
cultured  to  determine  presence  or  ab- 
sence of  the  group  specific  antigen. 

(4)  Biologrical  products  or  primary 
cells  which  are  found  contaminated 
with  lymphoid  leukosis  viruses  are  un- 
satisfactory. Source  flocks  £rom  which 
contaminated  material  was  obtained 
are  also  unsatisftotory. 

[38  FR  29888.  Oct.  30.  1973,  as  amended  at  38 
FR  32917.  Nov.  28,  1973;  39  FR  21042.  June  18. 
1974;  56  FR  08784.  Dec.  96. 19011 

§  113^2  Detection  of  Brucella  contami- 


The  test  for  detection  of  Brucella 

contamination  provided  in  this  section 
shall  be  conducted  when  such  a  test  is 
prescribed  in  an  applicable  Standard 
Requirement  or'  in  a  filed  Outline  of 
Production  for  the  product. 

(a)  One  ml  of  the  minced  tissue  used 
as  the  source  of  cells  or  1  ml  of  the  ex- 
tract of  the  tissue  prior  to  the  addition 
of  antibiotics,  diluent  and  stabilizer, 
shall  be  inoculated  onto  each  of  three 
tryptose  agar  plates  and  incubated  in  a 
10  percent  CO2  ktmosphere  at  a  tem- 
perature of  35-37  °C  for  at  least  7  days. 

(b)  If  colonies  are  identified  as 
Brucella,  the  biological  product  is  un- 
satisfactory. 

(c)  If  colonies  suspicious  of  Brucella 
are  observed  but  cannot  be  identified 
as  a  Brucella  species,  either 
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(1)  The  biological  product  aball  Iw  re- 
garded ae  nnBatlBfaotory  and  de- 
stroyed; or 

(2)  Further  subculture  or  other  proce- 
dures shall  be  carried  out  until  a  posi- 
tive Identification  can  be  made. 

08  FR  28688.  Oct.  30. 1973] 

S118JIS  Moose  safety  teste. 

One  of  the  mouse  safety  tests  pro- 
vided in  this  section  shall  be  conducted 
when  such  test  is  prescribed  in  a 
Standard  Requirement  or  in  the  filed 
Outline  of  Production  for  a  biological 
product  recommended  for  animals 
other  than  poultry:  Provided,  That  if 
the  inherent  nature  of  one  or  more  in- 
gredients makes  the  blologrloal  product 
lethal  or  toxic  for  mice  but  not  lethal 
or  toxic  for  the  animals  for  which  it  is 
recommended,  the  licensee  shall  dem- 
onstrate the  safety  of  such  product  by 
an  acceptable  test  written  Into  such 
Outline  of  Production. 

(a)  Final  container  samples  of  com- 
pleted product  f^m  live  virus  vaccines 
shall  be  tested  for  safety  using:  young 
adult  mice  in  accordance  with  the  test 
provided  in  this  paragraph. 

(1)  Vaccine,  prepared  for  use  as  rec- 
ommended on  the  label,  shall  be  tested. 
Eight  mice  shall  be  inoculated 
intracerebrally  with  0.03  ml  and  eight 
mice  shall  be  inoculated 
intraperitoneal! y  with  0.5  ml.  Both 
groups  shall  be  observed  for  7  days. 

(2)  If  unfavorable  reactions  attrib- 
utable to  the  product  occur  in  two  or 
more  mice  in  either  group  during  the 
observation  period,  the  serial  or  sub- 
serial  is  unsatisfactory.  If  unfiivorable 
reactions  which  are  not  attributable  to 
the  product  occur  in  two  or  more  mice 
in  either  group,  the  test  shall  be  de- 
clared inconclusive  and  may  be  re- 
peated: Provided,  That,  if  the  test  is  not 
repeated,  the  serial  or  subserial  Shall 
be  declared  unsatisfactory. 

(b)  Bulk  or  final  container  samples  of 
completed  product  from  liquid  prod- 
ucts, such  as  but  not  limited  to 
antiserums  and  bacterins,  shall  be  test- 
ed for  safety  in  accordance  with  the 
test  provided  in  this  paragraph. 

(1)  Unless  otherwise  prescribed  in  the 
Standard  Requirement  or  approved  in  a 
filed  Outline  of  Production  for  the 
product,  a  0.5  ml  dose  shall  be  Injected 
Intraperitoneally   or  subcutaneously 


Into  eight  mice  and  the  animals  ob- 
served for  7  days. 

(2)  If  unfavorable  reactions  attrib- 
utable to  the  product  occur  in  any  of 
the  mice  during  the  observation  period, 
the  serial  or  subserial  is  unsatisfac- 
tory. If  unfavorable  reactions  which 
are  not  attributable  to  the  product 
occur,  the  test  Shall  be  declared  incon- 
clusive and  may  be  repeated:  Provided, 
That,  if  the  test  is  not  repeated,  the  se- 
rial or  subserial  shall  be  declared  un- 
satlsfiActory. 

[88  FR  84737,  Deo.  18.  1978,  as  amended  at  88 
FR 18867.  ICay  10, 1974] 

81184M  De«eetiUmoriMWiggliitiiMitli« 
viruses. 

The  test  for  detection  of 
hemagglutinating  viruses  provided  in 
this  section  shall  be  conducted  when 
such  a  test  is  prescribed  in  an  applica- 
ble Standard  Requirement  or  in  the 
filed  Outline  of  Production  for  the 
product. 

(a)  Final  container  samples  of  com- 
pleted product  rehydrated  as  rec- 
ommended on  the  label  shall  be  used  as 
inoculum:  Provided,  That  poultry  vac- 
cines distributed  without  diluent  shall 
be  rehydrated  with  30  ml  of  sterile  dis- 
tilled water  per  1,000  doses  and  used  as 
inoculum.  When  one  or  more  fractions 
are  to  be  used  in  combination  with 
Newcastle  Disease  Vaccine,  test  sam- 
ples shall  be  collected  from  bulk  sus- 
pensions of  each  prior  to  mixing  with 
the  Newcastle  Disease  Vaccine. 

fb)  Eaoh  of  ten  9-  to  in  day-old 
embryonating  eggs  from  Newcastle  dis- 
ease susceptible  flocks  shall  be  tnoen- 
lated  into  the  allantoic  cavity  with  0:2 
ml  of  the  undiluted  inoculum. 

CD  Test  five  uninoculated  embryos  of 
the  same  age  and  firom  the  same  flock 
as  those  used  for  the  test  as  negative 
controls. 

(2)  Test  an  allantoic  fluid  sample  of 
Newcastle  disease  virus  as  a  positive 

control. 

(c)  Three  to  five  days  post-inocula- 
tion, a  sample  of  allantoic  fluid  from 
each  egg  shall  be  tested  separately  by  a 
rapid  plate  test  for  hemagglutinating 
activity  using  a  0.5  percent  suspension 
of  fresh  chicken  red  blood  cells. 

(d)  If  the  results  are  Inooncdualve. 
one  or  two  blind  passages  shall  be  made 
using  fluids  from  each  of  the  original 
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test  eggs.  Fluids  from  dead  and  live 
embryos  may  be  pooled  separately  for 
Inoculum  in  these  paasag-es. 

(e)  If  hemagglutinating  activity  at- 
tributable to  the  product  is  observed, 

the  serial  is  unsatisfactory. 

[38  FB  28888.  Oct.  30. 1873] 

iUBM  D«tectimk  of virieidal  activity. 

The  test  for  detection  of  viricidal  ac- 
tivity provided  in  this  section  shall  be 
conducted  when  such  a  test  is  pre- 
scribed in  an  applicable  standard  re- 
quirement or  in  the  filed  Outline  of 
Productiori  for  each  inactivated  liquid 
biological  product  used  as  diluent  for  a 
desiccated  live  virus  vaccine  in  a  com- 
bination package. 

(a)  Bulk  or  final  container  samples  of 
completed  product  from  each  serial 
shall  be  tested. 

(b)  The  product  shall  be  tested  with 
ea6h  virus  fraction  for  which  it  is  to  be 
used  as  a  diluent.  If  the  vaccine  to  be 
rehydrated  contains  more  than  one 
virus  ft^tlon,  the  test  shall  be  con- 
ducted with  each  fraction  after  neu- 
tralization of  the  other  fraction(s).  and' 
or  dilution  of  the  vaccine  beyond  the 
titer  range  of  the  other  fk«ctlon(s),  or 
the  test  shall  be  conducted  using  rep- 
resentative single-fraction  desiccated 
vaccines  which  are  prepared  by  the  li- 
censee and  which  are  licensed.  Pro- 
vided, That  the  Administrator  may  au- 
thorize licensees  to  prepare  and  use  un- 
licensed single-fraction  vaccines  for 
this  purpose. 

(c)  Test  procedure:  (1)  Rehydrate  at 
least  two  vials  of  the  vaccine  with  the 
liquid  product  under  test  according  to 
label  recommendations  and  pool  the 
contents. 

(2)  Rehydrate  at  least  two  vials  of 
the  vaccine  with  the  same  volume  of 
sterile  purified  water  and  pool  the  con- 
tents. 

(3)  Neutralize  to  remove  other  frac- 
tions, if  neccvssary. 

(4)  Hold  the  two  pools  of  vaccine  at 
room  temperature  (20  "to  25  "O  for  2 
hours.  The  holding  period  shall  begin 
when  rehydration  is  completed. 

(5)  Titrate  the  virus(es)  in  each  pool 
of  vaccine  as  provided  In  the  filed  Out- 
line of  Production  or  an  apifllcable 
standard  requirement. 

(6)  Compare  respective  titers. 


§113.36 

(d)  If  the  titer  of  the  va<  cine  virus(es) 
rehydi'ated  with  the  product  under  test 
Is  more  than  0.7  logio  below  the  titer  of 
the  vaccine  viru8(es)  rehydrated  with 
sterile  purified  water,  the  product  is 
unsatisfactory  for  use  as  diluent. 

(e)  If  the  product  is  unsatisfactory  in 
the  first  test,  one  retest  to  rule  out 
faulty  techniques  may  be  conducted 
using  four  vials  of  the  vaccine  for  each 
pool  and  the  acceptability  of  the  prod- 
uct judged  by  the  results  of  the  second 
test. 

(f)  Liquid  products  found  to  be  unsat- 
isfactory for  use  as  diluent  by  this  test 
are  not  inrohlbited  firom  release  as  sepa- 
rate licensed  products  If  labeled  as  pre- 
scribed in  §  112.7(g). 

[44  FR  25412.  May  1.  1979.  as  amended  at  56 
FR  66784.  Dec.  26.  1991;  64  FR  43044.  Aus:.  9. 
19991 

§  113.36  Detection  of  pathogens  by  the 
chicken  inoculation  test. 

The  test  for  detection  of  extraneous 
pathogens  provided  in  this  section 
shall  be  conducted  when  such  a  test  is 
prescribed  in  an  applicable  Standard 
Requirement  or  in  the  filed  Outline  of 
Production  for  the  inroduct. 

(a)  The  biological  product  to  be  test- 
ed shall  be  prepared  for  use  as  rec- 
ommended on  the  label,  or  in  the  case 
of  desiccated  vaccine  to  be  used  In 
poultiy,  rehydrated  with  Sterile  dis- 
tilled water  at  the  rate  of  30  ml  per 
1,000  doses. 

(b)  At  least  26  healthy  susceptible 
young  chickens,  properly  Identified  and 
obtained  from  the  same  source  and 
hatch,  shall  be  immunized  at  least  14 
days  prior  to  being  put  on  test.  The  im- 
munizing agent  shall  be  the  same  as 
the  product  to  be  tested  but  from  a  se- 
rial previously  tested  and  found  satis- 
factory. 

(c)  At  least  20  of  the  previously  im- 
munized birds  shall  be  inoculated  with 
10  label  doses  of  the  vaccine  being  test- 
ed by  each  of  the  following  routes:  Sub- 
cutaneous, Intratracheal,  eye-drop,  and 
comb  scarification  (1  cm^).  Twenty 
birds  may  be  used  for  each  route  or 
combination  of  routes. 

(d)  At  least  five  birds  shall  be  Iso- 
lated as  control  birds. 

(e)  All  birds  shall  be  observed  for  21 
days  for  signs  of  septicemic  diseases. 
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respiratory     diseases.      or  other 

patholog^ic  conditions. 

(f)  If  the  controls  remain  healthy  and 
unfavorable  reactions  attributable  to 
the  xnroduct  occur  In  the  vaccinates, 
the  serial  or  subserial  tested  is  unsatis- 
factory. If  the  controls  do  not  remain 
healthy  or  if  unfavorable  reactions  not 
attributable  to  the  product  occur  in 
the  vaccinates,  or  both,  the  test  shall 
be  declared  inconclusive  and  may  be 
repeated:  Provided,  That,  if  the  test  is 
not  repeated,  the  serial  of  subserial 
tested  shall  be  considered  nnsatlsfao- 
tory. 

[38  FR  29889.  Oct.  30.  1973,  as  amended  at  39 
FR  21042,  June  18.  1974;  43  FR  7610.  Feb.  24, 
1978] 

i  113^7  Detection  of  pathc^ens  by  the 
dUdBea  endnyo  inoeolanoii  test. 

The  test  for  detection  of  extraneous 
pathogens  provided  in  this  section 
shall  be  conducted  when  such  a  test  is 
prescribed  in  an  applicable  Standard 
Requirement  or  in  the  filed  Outline  of 
Production  for  the  product. 

(a)  The  biological  product  to  be  test- 
ed shall  be  prepared  for  use  as  rec- 
ommended on  the  label,  or  In  the  case 
of  desiccated  vaccine  to  be  used  in 
poultry,  rehydrated  with  sterile  dis- 
tilled water  at  the  rate  of  30  ml  per 
1,000  doses. 

(b)  One  volume  of  the  prepared  vac- 
cine shall  be  mixed  with  up  to  nine  vol- 
umes of  sterile  heat-inactivated  spe- 
dflo  antiserum  to  neutralize  the  vac- 
cine  virus  in  the  product.  Each  lot  of 
antiserum  shall  be  demonstrated  by 
virus  neutralization  tests  not  to  in- 
hibit other  viruses  known  to  be  pos- 
sible contaminants. 

(c)  After  neutralization,  0.2  ml  of  the 
vaccine-serum  mixture  shall  be  inocu- 
lated into  each  of  at  least  20  ftally  sus- 
ceptible chicken  embryos. 

(1)  Twenty  embryos,  9  to  11  days  old, 
shall  be  inoculated  on  the  chorio- 
allaiitoic  membrane  (0AM)  with  0.1  ml, 
and  in  the  allantoic  sac  with  0.1  ml. 

(2)  Eggs  shall  be  candled  daily  for  7 
days.  Deaths  occurring  during  the  first 
24  hours  shall  be  disregarded  but  at 
least  18  viable  embryos  shall  survive  24 
hours  post-inoculation  for  a  valid  test. 
Examine  all  embryos  and  OAM*s  from 
embryos  which  die  after  the  first  day. 
When  necessary,  embryo  subcultures 
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shall  be  made  to  determine  the  cause  of 

a  death.  The  test  shall  be  concluded  on 
the  seventh  day  post-inoculation  and 
the  surviving  embryos  (including 
OAM's)  examined. 

(d)  If  death  and/or  abnormality  at- 
tributable to  the  inoculum  occur,  the 
serial  is  unsatisfactory:  Provided,  That, 
if  there  is  a  vaccine  vims  override,  the 
test  may  be  repeated,  using  a  higher 
titered  antiserum. 

[38  FR  29889,  Oct.  30.  1978,  AS  amended  at  89 
FR  21042,  June  18,  1974] 

SllW  GalnM  pig  safely  tost. 

The  guinea  pig-  safety  test  provided 
in  this  section  shall  be  conducted  when 
prescribed  in  a  Standard  Requirement 
or  approved  Outline  of  Production  for  a 
biological  product.  When  desiccated 
products  are  tested,  final  container 
samples  of  completed  product  prepared 
for  administration  in  the  manner  rec- 
ommended on  the  label  shall  be  used. 
When  liquid  products  are  tested,  either 
bulk  or  final  container  samples  of  com- 
pleted product  shall  be  used. 

(a)  Unless  otherwise  specified  in  the 
Standard  Requirement  or  approved 
Outline  of  Production  lor  the  product, 
a  2  ml  dose  diall  be  injected  either 
intramuscularly  or  subcutaneously 
into  each  of  two  guinea  pigs  and  the 
animals  observed  for  7  days. 

(b)  If  unfavorable  reactions  attrib- 
utable to  the  product  occur  in  either  of 
the  guinea  pigs  during  the  observation 
period,  the  serial  or  subserial  is  unsat- 
isfiustory.  If  unfavorable  reactions 
which  are  not  attributable  to  the  prod- 
uct occur,  the  test  shall  be  declared  in- 
conclusive and  may  be  repeated:  Pro- 
vided, That,  if  the  test  is  not  repe«ted. 
the  serial  or  subserial  shall  be  declared 
unsa  t  i  sf ac  tory . 

[39  FR  16857.  May  10.  1974;  38  FR  20368.  Jane 

10.  1974] 

§113.39   Cat  safety  tests. 

The  safety  tests  provided  in  this  sec- 
tion shall  be  conducted  when  pre- 
scribed in  a  standard  requirement  or  in 
the  filed  Outline  of  Production  for  a  bi- 
ological product  recommended  for  use 
in  cats. 

(a)  The  cat  safety  test  provided  in 

this  paragraph  shall  be  used  when  the 
Master  Seed  Virus  is  tested  for  safety. 


612 


Digitized  by  Google 


Animal  ond  Pkmr  H«ciim  Inspeclkm  Seffvk^  §113^ 


(I)  The  test  animals  shall  be  deter- 
mined to  be  susceptible  to  the  virus 
tmder  test  as  follows: 

(1)  Throat  swabs  shall  be  collected 
from  each  cat  and  individually  tested 
ou  susceptible  cell  cultures  for  the 
presence  of  the  vims.  Blood  samples 
shall  also  be  drawn  and  Individual 
serum  samples  tested  for  antibody  to 
the  virus. 

(II)  The  oats  shall  be  considered  sus- 
ceptible if  swabs  are  neg'ative  for  virus 
isolation  and  the  serums  are  free  of 
virus  antibody  at  the  1:2  final  dilution 
In  a  50  percent  plaque  reduction  test  or 
other  serum-neutralization  test  of 
equal  sensitivity. 

(iii)  When  determining  susceptibility 
to  a  virus  which  does  not  lend  Itself  to 
the  methods  in  paragraphs  (aidni)  and 
(ii)  of  this  section,  a  method  acceptable 
to  Animal  and  Plant  Health  Inspection 
Service  shall  be  used. 

(2)  Each  of  at  least  10  susceptible  cats 
shall  be  administered  a  sample  of  the 
Master  iSeed  Virus  equivalent  to  the 
amount  of  vims  to  be  used  in  one  cat 
dose  of  1«he  vaccine,  by  the  method  to 
be  recommended  on  the  label,  and  the 
cats  observed  each  day  for  14  days. 

(3)  If  unfavorable  reactions  attrib- 
utable to  the  virus  occur  in  any  of  the 
cats  (luring-  the  observation  period,  the 
Master  Seed  Virus  is  unsatisfactory.  If 
unfavorable  reactions  occur  which  are 
not  attributable  to  the  Master  Seed 
Virus,  the  test  shall  be  declared  incon- 
clusive and  repeated:  Provided,  That,  if 
not  repeated,  the  Master  Seed  Virus 
shall  be  unsatisfactory. 

(b)  The  cat  safety  test  provided  in 
this  paragraph  shall  be  used  when  a  se- 
rial of  vaccine  is  tested  for  safety  be- 
fore release. 

(1)  Each  of  two  healthy  cats  shall  be 
administered  10  cat  doses  by  the  meth- 
od recommended  on  the  label  and  the 
oats  observed  each  day  for  14  dAys. 

(2)  If  unfavorable  reactions  attrib- 
utable to  the  biological  product  occur 
during  the  observation  period,  the  se- 
rial is  unsatisfeuitory.  If  unfavorable 
reactions  occur  which  are  not  attrib- 
utable to  the  product,  the  test  shall  be 
declared  Inconclusive  and  repeated: 
Provided,  That,  if  not  repeated,  the  se- 
rial shall  be  unsatisfactory. 

[44  FR  58898.  Oct.  12,  1979,  BB  amended  at  66 
FR  66784,  Dec.  26.  1991] 


§113^  Dog  safe^  tests. 

The  safety  tests  provided  in  this  sec- 
tion shall  be  conducted  when  pre- 
scribed in  a  Standard  Requirement  or 
in  the  filed  Outline  of  Production  for  a 
biolc^cal  product  recommended  for 
use  in  do^-s.  Serials  which  are  not 
found  to  be  satisfactory  when  tested 
pursuant  to  the  procedures  in  this  sec- 
tion may  not  be  released  for  shipment. 

(a)  The  dog  safety  test  provided  in 
this  paragraph  shall  be  used  when  the 
Master  Seed  Virus  is  tested  for  safety. 

(1)  The  test  animals  shall  be  deter- 
mined to  be  susceptible  to  the  virus 
under  test  by  a  method  acceptable  to 
the  Animal  and  Plant  Health  Inspec- 
tion Service. 

(2)  Each  of  at  least  10  susceptible 
dogs  shall  be  iaxbninistered  a  sample  of 
the  Master  Seed  Virus  equivalent  to 
the  amount  of  virus  to  be  used  In  one 
dog  dose  of  the  vaccine,  by  the  method 
recommended  on  the  label,  and  the  dog 
shall  be  observed  each  day  for  14  days. 

(3)  If  unfavorable  reactions  attrib- 
utable to  the  virus  occur  in  any  of  the 
dogs  during  the  observation  period,  the 
Master  Seed  Virus  is  unsatisfactory.  If 
unfavorable  reactions  occur  which  are 
not  attribiitalile  to  the  Master  Seed 
Virus,  the  test  shall  be  declared  incon- 
clusive and  may  be  repeated:  Provided: 
That,  if  the  test  is  not  repeated,  the 
Master  Seed  Virus  shall  be  considered 
unsatisfactory. 

(b)  The  dog  safety  test  provided  in 
this  paragraph  shall  be  used  when  a  se- 
rial of  vsuscine  is  tested  for  safety  be- 
fore release. 

<1)  Each  of  two  healthy  dogs  shall  be 
administered  10  dog  doses  by  the  meth- 
od recommended  on  the  label  and  the 
dogs  shall  be  observed  each  day  for  14 
days. 

(2>  If  unfavorable  reactlonB  attrib- 
utable to  the  biological  product  occur 
during  the  observation  period,  the  se- 
rial is  unsati.sfactory.  If  unfavorable 
reactions  occur  which  are  not  attrib- 
utable to  thel  biological  product,  the 
test  shall  be  declared  inconclusive  and 
may  be  repeated:  Provided,  That,  if  the 
test  is  not  repeated,  the  serial  shall  be 
considered  unsatisfactoi'y. 

[60  FR  14358,  Mar.  17, 1995] 
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§  1 13.4 1    Calf  safety  test. 

The  calf  safety  test  provided  in  this 
section  Shall  be  conducted  when  pc«- 

scribed  in  a  Standard  Requirement  or 
in  the  filed  Outline  of  Production  for  a 
product. 

(a)  Teat  procedure.  Each  of  two  calves 

shall  be  injected  with  the  equivalent  of 
10  doses  of  vaccine  administered  in  the 
manner  recommended  on  the  label  and 
observed  each  day  for  21  days. 

(b)  Interpretation.  If  unfavorable  reac- 
tions attributable  to  the  product  occur 
In  either  of  the  calves  during  the  obser- 
vation period,  the  serial  or  subserial  is 
unsatisfactory.  If  unfavorable  reac- 
tions which  are  not  attributable  to  the 
product  occur,  the  test  shall  be  de- 
clared inconclusive  and  may  be  re- 
peated: Provided,  That,  if  the  test  is  not 
repeated,  the  serial  or  subserial  shall 
be  declared  unsatisfactory. 

[38  FR  27428.  July  29. 1974] 

§11BA2  Detection  of  lymphocytio  cho- 
riomeningitis contamination. 

The  test  for  detection  of  lymphocytic 
choriomeningitis  (LCM)  virus  provided 
in  this  section  Shall  be  conducted  when 
such  a  test  is  prescribed  in  an  applica- 
ble Standard  Requirement  or  in  a  filed 
Outline  of  Production.  Vaccine  virus 
may  be  neutralised  with  specific  anti- 
serum when  necessary. 

(a)  Each  of  at  least  10  mice  obtained 
from  a  source  free  of  LCM  shall  be  in- 
jected in  the  footpad  of  a  hindfoot  with 
0.02  ml  of  the  material  being  tested  and 
observed  each  day  for  21  days. 

(h)  If  any  of  the  mice  show  swelling 
in  the  injected  footpad  or  if  more  than 
one  becomes  i^temically  atmonnal, 
the  material  being  tested  Is  unsatisf^ 
tory. 

[42  FR  6794,  Feb.  4, 1977] 

§118^  Detection      of  cUainydial 
agents. 

The  test  for  chlamydial  agents  pro- 
vided in  this  section  shall  be  conducted 
when  such  a  test  is  prescribed  in  an  ap- 
plicable standard  requirement  or  in  a 
filed  Outline  of  Production. 

(a)  The  yolk  sac  of  6-day-old  chicken 
embryos  shall  be  injected.  Three 
groups  of  10  embryos  shall  be  used  se- 
quentially. 


(1)  The  inoculum  for  each  embryo  in 

the  first  group  shall  consist  of  0.5  ml  of 

a  mixture  of  equal  parts  of  the  seed 
virus  with  phosphate  buffered  saline 
that  may  contain  Streptomycin, 
Vancomycin.  Kanamycin,  or  a  com- 
bination thereof.  Not  more  than  2  mg/ 
ml  of  each  antibiotic  shall  be  used. 

(2)  On  the  10th  day  postinoculation, 
the  yolk  sac  of  viable  embryos  shall  be 
harvested,  pooled,  homogenized  as  a  20 
percent  suspension  in  phosphate 
buffered  saline  antibiotic  diluent,  and 
0.5  ml  of  the  mixture  injected  into  the 
second  group  of  chicken  embryos.  This 
process  shall  be  repeated  for  the  injec- 
tion of  the  third  group  of  embryos 
using  the  yollc  sacs  of  viable  embryos 
from  the  second  group. 

(3)  For  each  of  the  three  passages, 
embryo  deaths  occurring  within  48 
hours  of  injection  shall  be  disregarded, 
except  that  if  more  than  three  such 
deaths  occur  at  any  passage,  that  pas- 
sage shall  be  repeated. 

(b)  If  one  or  more  embryo  deaths 
occur  at  any  passage  after  48  hours 
postinjection.  the  yolk  sacs  from  each 
of  the  dead  embryos  shall  be  subcul- 
tured  into  10  additional  embrjros.  If  one 
or  more  embryo  deaths  ag-ain  occur  due 
to  chlamydial  agents,  the  Master  Seed 
Virus  is  unsatisfactory  for  use  to 
produce  vaccine. 

[44  FR  58890.  Oct.  12. 1979] 

§  113.44   Swine  safety  test. 

The  swine  safety  test  provided  in  this 
section  shall  be  conducted  when  pre- 
scribed in  a  Standard  Requirement  or 
in  the  filed  Outline  of  Produotlom  for  a 

product. 

(a;  Test  procedure.  (1)  Inject  each  of 
two  swine  of  the  minimum  age  for 

which  the  product  is  recommended 

with  the  equivalent  of  two  doses  of  bac- 
terial vaccine  or  10  doses  of  viral  vac- 
cine. 

(2)  Administer  vaccine  in  the  manner 
recommended  on  the  label. 

(3)  Observe  swine  each  day  for  21 
days. 

(b)  Interpretation.  If  unfavorable  reac- 
tions attributable  to  the  product  occur 
in  either  of  the  swine  during  the  obser- 
vation period,  the  serial  or  subserial  is 
unsatisfactory.  If  unfavorable  reac- 
tions which  are  not  attributable  to  the 
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product  occur,  the  test  shall  he  de- 
clared inconclusive  and  may  be  re- 
peated; Provided,  That,  if  the  test  is  not 
repeated,  the  serial  or  subserial  shall 
he  declared  unBatisfactory. 

[48  PR  33476.  July  22, 1938] 

§  113.45   Sheep  safety  test. 

The  sheep  safety  test  provided  in  this 
section  Shall  be  conducted  when  pre- 
scribed in  a  Standard  Requirement  or 
in  the  filed  Outline  of  Production  for  a 

product. 

(a)  Test  procedure,  (1)  Inject  each  of 
two  sheep  of  the  minimum  a^e  for 

which  the  product  is  recommended 
with  the  equivalent  of  two  doses  of  bac- 
terial vaccine  or  10  doses  of  viral  vac- 
cine. 

(2)  Administer  vaccine  in  the  manner 
recommended  on  the  label. 

(3)  Observe  sheep  each  day  lor  21 
days. 

(b)  Interpretation.  If  unfavorable  reac- 
tions at,t,riV)Ulable  to  the  product  occur 
in  either  of  the  sheep  during  the  obser- 
vation period,  the  serial  or  subserial  is 
unsati.sfactory.  If  unfavorable  reac- 
tions which  are  not  attributable  to  the 
product  occur,  the  test  shall  be  de- 
clared inconclusive  and  may  be  re- 
peated; Provided,  That,  if  the  test  is  not 
repeated,  the  serial  or  subserial  shall 
be  declared  unsatisfactory. 

[48  FR  33476.  July  22. 19831 

f  113.46  Detection  of  cytopathogenle 
and/or  hemadsorbing  agents. 

The  tests  for  detection  of 
cytopathogenic  and/or  hemadsorbing 
agents  provided  in  this  section  shall  be 

conducted  when  prescribed  in  an  appli- 
cable Standard  Requirement  or  in  the 
filed  Outline  of  Production  for  a  prod- 
uct. 

(a)  Test  for  cytopathoqenic  agents.  One 
or  more  monolayers  that  are  at  least  6 
cm^  and  at  least  7  days  from  the  last 
subculture  shall  be  tested  as  provided 
in  this  paratrraph. 

(1)  Stain  each  monolayer  with  a  suit- 
able cytological  stain. 

(2)  Examine  the  entire  area  of  each 
stained  monolayer  for  evidence  of  in- 
clusion bodies,  abnormal  number  of 
giant  cells,  or  other  cytopathology  in- 
dicative of  cell  abnormalities  attrib- 
utable to  an  extraneous  agent. 


§113.47 

(b)  Test  fOTi  hemadsorbing  agents.  One 

or  more  monolayers  that  are  at  least  6 
cm^  and  at  least  7  days  from  the  last 
subculture  shall  be  tested  as  provided 
in  this  paragraph. 

(1)  Wash  the  monolayer  with  several 
changes  of  phosphate  buffered  saline. 

(2)  Add  an  appropriate  volume  of  a  0.2 
percent  red  blood  cell  suspension  to 
uniformly  cover  the  surface  of  the 
monolayer  of  cultured  cells.  Suspen- 
sions of  washed  guinea  pig  and  chicken 
red  blood  cells  Shall  be  used.  These  sus- 
pensions may  be  mixed  before  addition 
to  the  monolayer  or  they  may  be  added 
separately  to  individual  monolayers. 

(3)  Incubate  the  monolayer  at  4*  O  for 
30  minutes,  wash  with  phosphate 
buffered  saline,  and  examine  for 
hemadsorption. 

(4)  If  no  hemadsorption  is  apparent, 
repeat  step  (b)(2)  of  this  section  and  in- 
cubate the  monolayers  at  20-25  C  for  30 
minutes,  wash  with  phosphate  buffered 
saline,  and  examine  again  for 
hemadsorption.  If  desired,  separate 
monolayers  may  be  used  for  each  incu- 
bation temperature. 

(c)  If  specific  cytopathology  or 
hemadsorption  attributable  to  an  ex- 
traneous agent  is  found,  the  material 
under  test  is  unsatisfactory  and  shall 
not  be  used  to  prepare  biological  prod- 
ucts. If  an  extraneous  agent  is  sus- 
pected because  of  cytopathology  or 
hemadsorption  and  cannot  be  elimi- 
nated as  a  possibility  by  additional 
testing,  the  n^kterial  under  test  is  un- 
satisfactory, j 

[50  FR  441.  Jan.  4.  1985,  as  amended  at  58  FR 

50252.  Sept.  27.  1993] 

§113.47  Detection  of  extraneous  vi- 
ruses by  the  fluorescent  antibody 
techwtipie.t 

The  test  for  detection  of  extraneous 

viruses  by  the  fluorescent  antibody 
technique  provided  in  this  section  shall 
be  conducted  when  prescribed  in  an  ap- 
plicable Standard  Requirement  or  in  a 
filed  Outline  of  Production  for  a  prod- 
uct. 

(a)  Monolayer  cultures  of  cells 
(monolayers),  at  least  7  d&ys  after  the 
last  subculturing.  .shall  be  processed 
and  stained  with  the  appropriate 
antiviral  Huorochrome-conjugated 
antibody  as  specified  in  paragraph  (b) 
of  this  section. 
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(1)  Three  groups  of  one  or  more 
monolayers  shall  be  required  for  each 

specific  virus  prescril)ed  In  paragrapih 
(b)  of  this  section. 

(1)  At  the  time  of  the  last  subcul- 
tarlngr,  one  group  of  test  monolayers 
shall  ho  inoculated  with  approximately 
100  300  FAIDs,,  of  the  specific  virus 
being  tested  for  as  positive  controls. 

(li)  One  group  of  monolayers  shall  be 
the  **material  under  test." 

(ill)  One  g^roup  of  monolayers,  that 
are  of  the  same  type  of  cells  as  the  test 
monolayers  and  that  have  been  tested 
as  prescribed  in  §§113.51  or  118.62 
(whichever  is  applicable),  shall  be  pre- 
pared as  negative  controls. 

(2)  Bach  group  of  monolayers  shall 
have  a  total  area  of  at  least  6  cm*. 

(3)  Positive  control  monolayers  may 
be  fixed  (processed  so  as  to  arrest 
growth  and  assure  attachment  of  the 
monolayer  to  the  surface  of  the  vessel 
In  whic  h  they  are  prown)  before  7  days 
after  subculturing  if  fluorescence  is  en- 
hanced by  doing  so,  Provided,  That  a 
monolayer  of  the  material  under  test  is 
also  fixed  at  the  same  time  as  the  posi- 
tive control  and  a  monolayer  of  the 
material  under  test  is  also  fixed  at 
least  seven  d&y  after  subculturing. 
Monolayers  that  are  fixed  before  7  days 
after  subculturing  shall  be  stained  at 
the  same  time  as  the  test  monolayers 
and  negative  controls  fixed  at  least  7 
days  after  subculturinff. 

(b)  The  antiviral  fluorochrome-con- 
Jugated  antibodies  to  be  used  shall  de- 
pend on  the  type  of  ceUs  reauired  to  be 
tested  for  extraneous  viruses  as  speci- 
fied in  an  applicable  Standaid  Require- 
ment or  in  a  filed  Outline  of  Produc- 
tion. Antiviral  fluorochrome-con- 
jupated  antibodies  specific  for  the  ex- 
traneous viruses  shall  be  applied  to 
each  respective  tsrpe  of  cell  in  accord- 
ance with  the  following  list.  Under  cer- 
tain circumstances,  additional  tests 
may  need  to  be  conducted,  as  deter- 
mined by  the  Administrator.  When  a 
specific  antiviral  fluorochrome-con- 
jugated  antibody  is  used  in  testing  for 
the  listed  extraneous  viruses  specified 
in  more  than  one  cell  tsrpe,  it  need  only 
be  applied  to  the  most  susceptible  cell 
tjrpe. 

(1)  All  cells  shall  be  tested  for: 

(i)  Bovine  virus  diarrhea  virus; 

(ii)  Reovirus;  and 


(iii)  Rabies  virus. 

(2)  Bovine,  caprine,  and  ovine  cells 

shall,  in  addition,  be  tested  for: 

(i)  Bluetongue  virus; 

(ii>  Bovine  adenoviruses; 

(iii)  Bovine  parvovirus;  and 

(Iv)  Bovine  respiratory  syncsrtlal 
virus. 

(3)  Canine  cells  shall,  in  addition,  be 
tested  for: 

(i)  Canine  coronavirus; 

(11)  Canine  distemper  virus;  and 

(iii)  Canine  parvovirus. 

(4)  Equine  cells  shall,  in  addition,  be 
tested  for: 

(i)  Equine  herpesvirus:  and 

(ii)  Equine  viral  arteritis  virus. 

<6)  Feline  cells  shall,  in  addition,  be 
tested  for: 

(i)  Feline  infectious  peritonitis  vims; 
and 

(11)  Feline  panleukopenia  virus. 

(6)  Porcine  cells  shall,  in  addition,  be 

tested  for: 
(i)  Porcine  adenovirus: 
(11)  Porcine  parvovirus; 
(ill)    transmissible  gastroenteritis 

virus:  and 

(iv)  Porcine  hemagglutinating  en- 
cephalitis virus. 

(7)  Firms  that  do  not  have  rabies 
virus  on  premises  either  for  research  or 
production  purposes  are  exempt  from 
having  to  produce  positive  rabies  vims 
control  monolayers.  Fixed  positive  ra- 
bies virus  control  monolayers  will  be 
provided  by  the  National  Veterinary 
Services  Laboratories. 

(c)  After  staining,  each  group  of 
monolayers  shall  be  examined  for  the 
presence  of  specific  fluorescence  attrib- 
utable to  the  presence  of  extraneous  vi- 
ruses. 

(1)  If  the  material  under  test  shows 
any  evidence  of  specific  viral  fluores- 
cence, it  is  unsatisfactory  and  may  not 
be  used;  Provided.  That,  if  specific  fluo- 
rescence attributable  to  the  virus  being 
tested  for  is  absent  in  the  positive  con- 
trol monolayers,  the  test  is  inoonoln- 
sive  and  may  be  repeated. 

(2)  If  the  fluorescence  of  the 
monolayers  inoculated  with  the  spe- 
cific vims  as  positive  controls  is  equiv- 
ocal, or  if  the  negative  monolayers 
show  equivocal  fluorescence  indicating 
possible  viral  contamination,  or  both, 
the  test  shall  be  declared  inconclusive, 
and  may  be  repeated;  Provided,  That,  if 
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the  test  is  not  repeated,  tlie  material 
under  test  shall  be  regarded  as  unsatis- 
factory for  use  in  the  production  of  bio- 
losics. 

[60  FR  24548.  May  9.  19951 

INGRSDIENT  R£QUiR£M£NTS 

I11&50  Ingredients  of  Uologioal  prod- 
ucts. 

All  ingredients  used  in  a  licensed  bio- 
logical product  shall  meet  accepted 
standards  of  purity  and  quality;  shall 
be  sufficiently  nontoxic  so  that  the 
amount  present  in  the  recommended 
dose  of  the  product  shall  not  be  toxic 
to  the  recipient;  and  in  the  combina- 
tions used  shall  not  denature  the  spe- 
cific substances  in  the  product  below 
the  minimum  acceptable  potency  with- 
in the  dating  period  when  stored  at  the 
recommended  temperature. 

[88  FB  28889,  Oct.  80, 1978] 

SllSJd  Requirements  for  primary 
cells  used  for  prodnotion  of  bio- 
logies. 

Primary  cells  used  to  prepare  bio- 
logical products  shall  be  derived  from 
normal  tissue  of  healthy  animals. 
When  prescribed  in  an  applicable 
Standard  Requirement  or  in  the  filed 
Outline  of  Production,  each  batch  of 
primary  cells  osed  to  i«'^iare  a  biologi- 
cal  product  shall  be  tested  as  pre- 
scribed in  this  section.  A  batch  of  pri- 
mary cells  found  unsatisfactory  by  any 
prescribed  test  shall  not  be  used.  A  se- 
rial of  bioloprical  product  shall  not  be 
released  if  produced  from  primary  cells 
that  are  found  unsatisfactory  by  any 
prescribed  test. 

Ca)  Final  container  samples  of  com- 
pleted product  or  samples  of  the  final 
pool  of  harvested  material  or  samples 
of  each  snbcoltore  of  cells  used  to  pre- 
pare the  biologrical  product  shall  be 
shown  free  of  mycoplasma  as  pre- 
scribed in  §113.28.  The  sample  for  test- 
ing shall  consist  of  at  least  75  cm'  of 
actively  growing  cells  or  the  equiva- 
lent in  harvest  fluids;  Provided,  That 
all  sources  of  cells  in  the  batch  of  pri- 
mary cells  are  represented. 

(b)  Final  container  samples  of  com- 
pleted product  or  samples  of  the  final 
pool  of  harvested  material  or  samples 
of  each  subculture  of  cells  used  to  pre- 
pare the  biological  product  shall  be 


shown  free  of  bacteria  and  fungi  as  pre- 
scribed in  §113.26  or  {113.27  (whichever 
is  applicable). 

(c)  A  monolayer  at  least  75  cm^  from 
each  batch  of  primary  cells  or  each 
subculture  of  primary  cells  used  to  pre- 
pare a  biological  product  shall  be 
shown  fjree  of  extraneons  agents  as  pre- 
scribed  in  this  paragraph. 

(1)  The  test  monolayer  shall  be  main- 
tained using  the  medium  (with  addi- 
tives) and  under  conditions  similar  to 
those  used  to  prepare  biological  prod- 
ucts. 

(1)  Monolayers  of  avian  origin  shall 
be  maintained  for  at  least  14  days  and 
shall  be  subctdltnred  at  least  once  dur- 
ing the  maintenance  period.  All  but  the 
last  subculture  shall  result  in  a  new 
monolayer  of  at  least  75  cm'.  The  last 
subculture  shall  meet  the  minimum 
area  requirement  specified  In  If  U3*46 
and  113.47. 

(ii)  Monolayers  not  of  avian  origin 
shall  be  maintained  for  at  least  28  days 
and  shall  be  subcultured  at  least  twice 
during  the  maintenance  period.  All  but 
the  last  subculture  shall  result  in  a 
new  monolayer  of  at  least  75  cm*.  The 
last  subculture  shall  meet  the  min- 
imum area  requirement  specified  In 
§§113.46  and  113.47. 

(2)  Monolayers  shall  be  examined  reg- 
ularly  throughout  the  required  mainte- 
nance period  for  evidence  of  the  pres- 
ence of  cytopathogenic  agents.  If  evi- 
dence of  a  63rtopathogenlo  agent  is 
found,  the  batch  of  primary  cells  is  un- 
satisfactory. 

(3)  At  the  conclusion  of  the  required 
maintenance  period,  monolayers  shall 
be  tested  for: 

fi)  Cytopathogenic  andor 

hemadsorbing  agents  as  prescribed  in 
§113.46; 

(ii)  Extraneous  viruses  by  the  fluo- 
rescent antibody  technique  as  pre- 
scribed in  §113.47. 

[50  FR  442,  Jan.  4.  1985.  as  amended  at  60  FR 
atftt.BCay  9,1MB] 

§113.52  Requirements   for  cell  lines 
iised  itar  piiodiietloii  of  biologies. 

When  prescribed  in  an  applicable 

Standard  Requirement  or  in  a  filed 
Outline  of  Production  each  cell  line 
used  to  prepare  a  biological  product 
shall  be  tested  as  prescribed  in  tills  sec- 
tion. A  cell  line  found  unsatlsHeustory 
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by  any  prescribed  test  shall  not  be 
used.  A  serial  of  biological  product 
shall  not  be  released  if  produced  from  a 
cell  line  tliat  is  found  unsatisfactory 
by  any  prescribed  test. 

(a)  Creneral  requirements.  (1)  A  com- 
plete record  of  the  cell  line  shall  be 
kept,  such  as.  but  not  limited  to,  the 
source,  passage  history,  and  medium 
lued  for  propagation. 

(2)  A  Master  Cell  Stock  (MCS)  shall 
be  established  at  a  specified  passag^e 
level  for  each  cell  line.  The  passage 
level  and  identity  of  the  MCS  and  the 
highest  passage  level  (MCS  +  n)  in- 
tended for  use  in  the  preparation  of  a 
biological  product  shall  be  specified  in 
the  Oatline  of  Production  for  the  prod- 
uct. 

(3)  Sufficient  1.0  ml  or  lartrer  aliquots 
of  MCS  and  MCt6  -r  u  shall  be  prepared, 
kept  in  a  froien  state,  and  made  avail- 
able  to  Animal  and  Plant  Health  In- 
spection Service  (APHIS)  upon  request 
for  performing  the  tests  prescribed  in 
this  section. 

(4)  Each  lot  of  cells  shall  be  mon- 
itored for  the  characteristics  deter- 
mined to  be  normal  for  the  cell  line, 
such  as.  but  not  limited  to,  micro- 
scopic appearance,  growth  rate,  acid 
production,  or  other  observable  fea- 
tures. 

(b)  The  MCS  tfhall  be  shown  to  be  of 

the  same  species  of  orlgrln  as  that  re- 
ported in  paragraph  (a)(1)  of  this  sec- 
tion by  the  following  method: 

(1)  At  least  four  monolayers  with  a 
total  area  of  at  least  6  cm^  shall  be 
grown  to  at  least  80  percent 
confluency. 

(2)  The  monolayers  shall  be  removed 
from  their  media,  processed,  stained, 
and  examined. 

(i)  At  least  two  monolayers  shall  be 
stained  with  an  antispecies 
fluorchrome-conju^ated  antibody  unre- 
lated to  the  species  of  origin  of  the 
MCS. 

(11)  At  least  two  monolayers  shell  be 

stained  with  an  antispecies 
fluorochrome-conjugated  antibody  spe- 
cific to  the  species  of  origin  of  the 
MCS. 

(iii)  All  monolayers  shall  be  exam- 
ined for  evidence  of  specific  fluores- 
cence. 

(8)  If  specific  fluorescence  is  not 
found  in  the  monolayers  stained  with 


the  conjugate  specific  to  the  species  of 
origin  of  the  MCS.  the  cell  line  is  un- 
satisfactory and  shall  not  be  used  for 
vaccine  production. 

(4)  K  nonspecific  fluorescence  is 
found  in  the  monolasrers  stained  with 
conjugate  from  an  unrelated  species  of 
orierin  or  other  results  make  the  test 
results  equivocal,  the  procedure  shall 
be  ropeated  until  either  specific  fluo- 
rescence is  found  only  In  the 
monolayers  stained  with  conjugate  spe- 
cific to  the  species  of  origin  of  the  MCS 
and  not  in  the  control  monolayers  or 

specific  fluorescence  cannot  be  identi- 
fied and  the  MCS  is  declared  unsatis- 
factory. 

(5)  Alternate  tests  to  determine  the 

species  of  origin  of  the  MCS  may  be 
used  if  approved  by  APHIS. 

(c)  The  MCS  and  either  each  subcul- 
ture of  cells  used  to  prepare  a  bioloiri- 

cal  product  or  the  final  pool  of  har- 
vested material  (with  or  without  the 
stabilizer)  or  final  container  samples  of 
completed  product  for  each  serial  of 

such  product  shall  be  shown  to  be  free 
of  mycoplasma  as  prescribed  in  §113.28. 
The  sample  for  testing  shall  consist  of 
at  least  70  om"  of  aettvoly  growiaor  oella 
or  the  equivalent,  in  harvest  fluids. 
The  cells  shall  represent  all  sources  of 
cells  in  the  batch. 

(d)  The  MCS  and  either  each  subcul- 
ture used  to  prepare  a  biological  prod- 
uct or  the  final  pool  of  harvested  mate- 
rial for  each  serial  of  such  product  or 
final  container  samples  of  completed 
product  for  each  serial  of  such  product 
shall  be  tested  for  bacteria  and  fungi  as 
prescribed  in  §113.26  or  §113.27  (which- 
ever is  applloable).  If  bacteria  or  fungi 
are  found  In  the  MCS.  the  MCS  shall 
not  be  used.  If  bacteria  or  fungi  are 
found  in  a  subculture,  the  subculture 
shall  not  be  used. 

(e)  A  monolayer  at  least  75  cm"'  from 
each  MCS  shall  be  shown  free  of  extra- 
neous agents  as  prescribed  in  this  para- 
graph. 

(1)  The  test  monolayer  shall  be  main- 
tained for  at  least  21  days  using  the 
medium  (with  additives)  intended  for 
growth  and  maintenance  and  under 
conditions  .similar  to  those  used  to  pire- 
pare  biological  products. 

(2)  Cells  shall  be  subcultured  at  least 
two  times  during  the  maintenance  pe- 
riod. All  but  the  last  subculture  shall 


618 


Digitized  by  Google 


Animal  and  Plant  Health  Inspection  Service,  USDA 


§113.53 


result  in  at  least  one  new  monolayer  of 
at  least  75  cm^.  The  last  subculture 
shall  meet  tiie  minimum  area  require- 
ment BpecUled  in  §§  113.46  «nd  113.47  and 
paragraph  (f)  of  this  section. 

(3)  Monolayers  shall  be  examined  regr- 
ularly  throughout  the  21-day  mainte- 
nance period  for  evidence  of  the  pres- 
ence of  cjrtopathogenlc  agrents.  If  evi- 
dence of  a  cytopathogrenic  agent  is 
found,  the  MCS  is  unsatisfactory. 

(4)  At  the  conclusion  of  the  21-day 
malntenajioe  period,  monolayers  shall 
be  tested  for: 

(1)  Cytopathoarenic  and  or 

hemadsorbing  agents  as  prescribed  in 
§113.46;  and 

(li)  Extraneous  ag-ents  by  the  fluores- 
cent antibody  technique  as  prescribed 
in  §113.47. 

(f)  At  the  concliiBion  of  the  21-dAy 
maintenance  period  provided  in  para- 
graph (e)  of  this  section,  at  least  one 
monolayer  of  at  least  75  cm^  shall  also 
be  shown  f^e  of  extraneons  agents  as 
prescribed  in  this  paragraph. 

(1)  Alternately  freeze  and  thaw  the 
monolayer(s)  three  times.  Centrifuge 
the  disrupted  cells  at  no  greater  Idiaii 
2,000xg  for  no  more  than  15  minutes  to 
remove  cellular  debris.  Divide  the  su- 
pernatant into  equal  aliquots  and  dis- 
pense 1.0  ml  onto  each  of  at  least  one 
monolayer  (at  least  76  cm^)  of: 

(1)  Vero  (Afrlcaii  green  monkey  kid- 
ney) cell  line; 

(11)  Embryonic  cells,  neonatal  cells, 
or  a  cell  line  of  the  same  species  of  ori- 
gin as  the  MCS  if  different  than  pro- 
vided in  paragraph  (f)(l)(i)  of  this  sec- 
tion; 

(ill)  Bmbryonic  cells,  neonatal  cells, 

or  a  cell  line  of  the  species  for  which 
the  vaccine  is  recommended  if  different 
than  provided  in  paragraph  (f>(l)(ii)  of 
this  section;  and 

(iv)  Embryonic  cells,  neonatal  cells, 
or  a  cell  line  of  bovine  origin  if  not 
specified  in  paragraphs  (fXDdi),  and 
(iii)  of  this  section. 

(2)  The  monolayers  of  cells  specified 
in  paragraphs  (f)(l)(i),  (ii),  (iii),  and  (iv) 
of  this  section  shall  be  maintained  for 
at  least  14  days  after  inoculation  with 
the  aliquot  of  disrupted  MCS. 
Monolayers  shall  be  subcultured  at 
least  once  during  the  maintenance  pe- 
riod. All  but  the  last  subculture  shall 
result  in  a  new  monolayer  of  at  least  TO 


cm^.  The  last  subculture  shall  meet  the 
minimum  area  requirement  specified  in 
§§113.46  and  113.47. 

(3)  Monolayers  shall  be  examined  reg- 
ularly throughout  the  14-day  mainte- 
nance period  for  evidence  of  the  pres- 
ence of  cytopathogenic  agents.  If  evi- 
dence of  a  cytopathogenic  agent  is 
found,  the  MCS  is  unsatisfactory. 

(4)  At  the  conclusion  of  the  14-day 
maintenance  period,  monolayers  shall 
be  tested  for: 

(i)  Cytopathogenic  and  or 
hemadsorbing  agents  as  prescribed  in 
§113.46;  and  | 

(ii)  Extraneous  viruses  by  the  fluo- 
rescent antibody  technique  as  pre- 
scribed in  §1^8.47. 

(g)  The  karyology  of  cells  lines  used 
in  the  production  of  biologies  shall  be 
examined  as  follows.  A  minimum  of  50 
mitotic  cells  shall  be  examined  at  both 
the  MCS  and  MCS+n.  The  modal  num- 
ber in  the  MCS+n  shall  not  exceed  plus 
or  minus  15  percent  of  the  modal  num- 
ber of  the  MCS.  Any  marker  chro- 
mosomes present  in  the  MCS  shall  per- 
sist at  the  MCS+n.  If  the  modal  num- 
ber exceeds  the  limits  andbr  the  mark- 
er chromosomes  do  not  persist 
(through  the  MCS+n  passage  level),  the 
cell  line  shall  not  be  used  for  vaccine 
production. 

(h)  If  direct  or  indirect  evidence  ex- 
ists that  a  dell  line  which  is  intended 
for  use  in  the  preparation  of  a  vaccine 
may  induce  malignancies  in  t  he  species 
for  which  the  product  is  intended,  that 
cell  line  shall  be  tested  for 
tamorigenidty/oncogenicity  by  a 
method  acceptable  to  APHIS. 

50  FR  442,  Jan.  4,  1985:  50  FR  3316,  Jan.  24. 
1985.  as  amended  at  56  FR  66784.  Dec.  26.  1991; 
60  FR  24549.  May  9,  1995] 

$113.53  Requirements  for  ingredients 
of  animal  origin  used  for  produc* 
ftan  oif  M^bIosIcs* 

Each  lot  of  ingredient  of  animal  ori- 

gin  which  is  not  subjected  to  heat  ster- 
ilization or  other  sterilization  methods 
acceptable  to  Animal  and  Plant  Health 
Inspection  Service  (APHIS),  such  as, 
but  not  limited  to  serum  and  albumin, 
used  to  prepare  a  biological  product 
shall  be  tested  as  prescribed  in  this  sec- 
tion by  the  licensee  or  a  laboratory  ao> 
oeptable  to  ys.  Beeults  of  all  tests 
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aliall  be  recorded  by  the  testing  labora- 
tory and  made  a  part  of  the  llcen8ee*8 

records  A  lot  of  ingredient  found  un- 
satisfactory by  any  prescribed  test 
shall  not  be  used  to  prepare  a  biologi- 
cal product.  A  serial  of  biological  prod- 
uct shall  not  be  released  if  produced 
using  an  ingredient  that  is  found  un- 
satisfactory by  any  prescribed  test. 

(a)  Samples  of  each  lot  of  ingredient 
of  animal  origin  which  is  not  subjected 
to  heat  sterilization,  used  to  prepare  a 
biological  product  shall  be  shown  free 
of  mycoplasma  by  the  method  pre- 
scribed in  §113.28. 

(bi  Samples  of  each  lot  of  ingredient 
or  animal  origin  which  is  not  subjected 
to  heat  sterilization  of  other  steriliza^ 
tion  methods  acceptable  to  APHIS  used 
to  prepare  a  biological  product  shall  be 
shown  free  of  bacteria  and  fungi  as  pre- 
scribed in  ( 118.28. 

(c)  Samples  of  each  lot  of  ingredient 
of  animal  origin,  except  porcine 
trypsin,  which  is  not  subjected  to  heat 
sterilisation  or  other  viricidal  proce- 
dure acceptable  to  APHIS  used  in  the 
preparation  of  biological  products  shall 
be  tested  as  prescribed  in  this  para- 
grapli; 

d)  Monolayers  at  least  75  cm^  of  Vero 
(African  green  monkey  kidney)  cell 
line  and  of  primary  cells  or  a  cell  line 
of  the  same  species  of  origin  as  the  in- 
grredient  shall  be  used  in  the  test.  Cell 
lines  used  shall  have  been  found  satis- 
factory when  tested  as  prescribed  in 
1113.62  and  primary  cells  used  shall 
have  been  found  satisfactory  when 

tested  as  prescribed  in  §113.51. 

(2)  At  least  3.75  ml  or  15  percent  of 
the  ingredient  Shall  be  used  in  the 
growth  medium  for  the  preparation  of 
at  least  75  cm^  test  monolayers.  The  in- 
gredient shall  also  be  used  in  the 
growth  medium  when  monolayers  are 
subcultured.  If  the  ingredient  being 
tested  is  cytotoxic  when  tested  in  this 
manner,  other  procedures  may  be  used 
if  approved  by  APHIS. 

(3)  The  test  monolayers  shall  be 
maintained  for  at  least  21  days. 

(4)  Cells  shall  be  subcultured  at  least 
two  times  during  the  maintenance  pe- 
riod. All  but  the  last  subculture  shall 
result  in  at  least  one  new  monolayer  of 
at  least  75  cm^.  The  last  subculture 
shall  meet  the  minimum  area  require- 
ments specified  in  H  113.46  and  113.47. 


(5)  Monolayers  shall  be  examined  reg- 
ularly throughout  the  21-day  mainte- 
nance period  for  evidence  of 
cytopathogenic  agents.  If  evidence  of  a 
cytopathogenic  agent  is  found,  the  in- 
gredient is  unsatisfiBbctory. 

(6)  At  the  conclusion  of  the  21-day 
maintenance  period,  monolayers  shall 
be  tested  for: 

(i)  Cytopathogenic  and^or 
hemadsorbing  agents  as  prescribed  in 
§113.46:  and 

(ii)  Extraneous  viruses  by  the  fluo- 
rescent antibody  technique  as  pre- 
scribed in  f  118.47. 

(d)  Bach  lot  of  porcine  trypsin  which 
has  not  been  treated  to  inactivate  por- 
cine parvovirus  (PPV)  in  a  manner  ac- 
ceptable to  VS  shall  be  tested  for  PPV 
as  prescribed  in  this  paragraph. 

(1)  Not  less  than  5.0  grams  of  trypsin 
shall  be  dissolved  in  a  volume  of  suit- 
able diluent  sufficient  to  fill  a  cen- 
trifuge angle  head.  After  centrifuging 
for  1  hour  at  80,000xg,  the  pellet  mate- 
rial shall  be  reconstituted  in  distilled 
water  and  inoculated  into  a  flask  con- 
taining 75  cm-  of  a  30  to  50  percent  con- 
flnent  monolayer  otQtore  of  primary 
porcine  cells  or  a  porcine  cell  line  of 
proven  equal  PPV  susceptibility.  An 
additional  flask  of  cells  shall  be  held  as 
a  negative  control. 

(2)  The  test  and  control  monolayers 
shall  be  maintained  for  at  least  14  days 
and  subcultured  at  least  once  during 
the  maintenance  period. 

(8)  At  the  end  of  the  14-day  mainte- 
nance period,  and  4  to  7  days  after  the 
last  subcuUurint^.  monolayers  shall  be 
tested  for  the  presence  of  porcine 
parvovirus  by  the  fluorescent  antibody 
technique  as  prescribed  in  §  113.47(c). 

(e)  A  sample  of  serum  from  each 
donor  horse  used  to  produce  a  lot  of 
equine  serum  used  in  the  preparation 
of  biological  products  recommended  for 
use  in  horses  shall  be  tested  at  a  lab- 
oratory approved  by  Animal  and  Plant 
Health  Inspection  Service  using  the 
Cogglns  test  for  equine  infectious  ane- 
mia antibodies.  If  antibodies  to  equine 
infectious  anemia  are  found,  the  lot  of 
serum  is  unsatisfactory. 

[50  FR  442.  Jan.  4.  1985;  50  FR  3316.  Jan.  24. 
1965,  as  amended  at  56  FR  08784,  Dec.  38,  UBl; 
60  FR  34548,  May  9, 1986] 
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SlldJM  sterile dUuMit 

Sterile  Dihient  shall  be  supplied  in  a 
final  container  by  the  licensee  when 
such  diluent  is  required  for  rehydration 
or  dilution  of  the  vaooiiie. 

(a)  Sterile  Diluent  may  be  dlBtiUed 
or  delonized  water  or  it  may  be  a  spe- 
cial liquid  solution  formulated  in  ac- 
cordance with  an  aooeptable  oatline  on 
file  with  Animal  and  Plant  Health  In- 
spection Service. 

(b)  Each  quantity  prepared  at  one 
time  in  a  ainerle  container  and  bottled 
into  final  containers  shall  be  des- 
ignated as  a  serial.  Each  serial  shall  be 
given  a  number  which  shall  be  used  in 
records,  test  reports,  and  on  the  final 
container  label. 

(c)  Final  container  samples  from 
ea6h  serial  shall  be  tested  for  bacteria 
and  fungi  in  accordance  with  the  test 
proTlded  in  1118.26.  Any  serial  found  to 
he  onsatiflfiAetory  shall  not  he  released. 

[39  PR  27428,  July  29.  1974.  as  amended  at  56 
FR  66784,  Dec.  26, 1991] 

f  113.55  Detection      of  extraneous 
agents  in  Master  Seed  Virus. 

Unless  otherwise  prescribed  in  a 
Standard  Requirement  or  in  a  filed 
Outline  of  Production,  each  Master 
Seed  Virus  (MSV)  shall  be  tested  as 
prescribed  in  this  section.  A  MSV 
found  unsatisfactory  by  any  prescribed 
test  shall  not  he  used.  A  serial  of  bio- 
logical product  shall  not  be  released  if 
produced  from  a  MSV  that  is  found  un- 
satisfactory by  any  prescribed  test. 

(a)  At  least  a  1.0  ml  aliquot  per  cell 
culture  of  MSV  shall  be  dispensed  onto 
monolayers  (at  least  75  cm^  in  area)  of: 

(1)  Vero  (African  green  monkey  kid- 
ney) cell  line; 

EJmbryonic  cells,  neonatal  cells, 
or  a  cell  line  of  the  species  for  which 
the  vaccine  is  recommended;  and 

(3)  Bmbryonio  cells,  neonatal  cells, 
or  a  cell  line  of  the  species  of  cells  in 
which  the  MSV  is  presently  beinp  prop- 
agated if  different  than  prescribed  in 
paragraphs  (a)(1)  and  (aK2)  of  this  sec- 
tion. Cell  lines  used  shall  have  been 
found  satisfactory  when  tested  as  pre- 
scribed in  §113.52  and  primary  cells 
used  shall  have  been  found  satisllactory 
when  tested  as  prescribed  in  f  11S.S1.  a 
the  MSV  is  cytopathic  for  or  causes 
hemadsorption  in  the  cells  in  which  it 


§113.64 

is  to  be  tested,  the  MSV  shall  be  neu- 
tralized with  monospecific  antiserum 
supplied  or  approved  by  Animal  and 
Plant  Health  Inspection  Service 
(APHIS)  or  counteracted  by  a  metdiod 
approved  by  APHIS. 

(b)  At  least  one  monolayer  of  each 
cell  tsrpe  used  in  the  test  shall  he  main- 
tained as  an  uninoculated  control. 

(c)  Each  monolayer  shall  be  main- 
tained at  leaaL  1-1  days. 

(d)  Cells  shall  be  subcultured  at  least 
once  during  the  maintenance  period. 
All  but  the  last  subculture  shall  result 
in  at  least  one  new  monolayer  at  least 
76  cm>.  The  last  subculture  shall  meet 
the  minimum  area  requirement  speci- 
fied in  §§113.46  and  113.47. 

(e)  Monolayers  shall  be  examined 
regularly  thztoughout  the  14-day  main- 
tenance period  for  evidence  of 
cytopathogenic  agents.  If  evidence  of  a 
cytopathogenic  agent  is  found,  the 
MSV  is  unsatisfEMstory. 

(f)  At  the  conclusion  of  the  14-day 
maintenance  period,  monolayers  shall 
be  tested  for: 

(1)  Cyttopathogenic  and/or 
hemadsorbing  agents  as  prescribed  in 
§113.46: 

(2)  Extraneous  agents  by  the  fluores- 
cent antibody  tedinique  as  prescribed 
in  §113.47. 

[50  FR  444,  Jan.  4.  1985,  «s  amended  at  56  FR 
66784,  Dec.  26. 1991] 

LIVE  Bacterial  Vaooinbs 

§113.64   General  requirements  for  live 
bactorial  vaodnes. 

When  prescribed  in  an  applicable 
Standard  Requirement  or  in  the  filed 
Outline  of  Production,  a  live  bacterial 
vaccine  shall  meet  the  requirements  in 
this  section. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  subemlal,  and  samples  each 
lot  of  Master  Seed  Bacteria  shall  he 
tested  for  the  presence  of  extraneous 
viable  bacteria  and  fungi  in  accordance 
with  the  test  provided  in  §  113.27(b). 

(b)  Safety  tests.  (1)  Samples  of  com- 
pleted product  from  each  serial  or  first 
subserlal  and  samples  of  each  lot  of 
Master  Seed  Bacteria  idiall  be  tested 
for  safety  in  young  adult  mice  in  ac- 
cordance with  the  test  provided  in 
§  113.33(b)  unless: 
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(1)  The  bacteria  or  agents  in  the  vac- 
cine are  inherently  lethal  for  mioe. 

(li)  The  vaccine  is  recommended  for 

poultry. 

(2)  Samples  of  completed  product 
fjrom  each  serial  or  fint  suhaerial  of 

live  bacterial  vaccine  shall  be  tested 
for  safety  in  one  of  the  species  for 
which  the  product  is  recommended  as 
follows: 

(1)  Live  bacterial  vaccine  rec- 
ommended for  use  in  dogs  shall  he  test- 
ed as  provided  in  §113.40,  except  that 
dogs  shall  be  Injected  with  the  equiva- 
lent of  two  doses  of  vaccine  adminis- 
tered as  recommended  on  the  label. 

(ii)  Live  bacterial  vaccine  rec- 
ommended for  use  in  cattle  shall  be 
tested  as  provided  In  fll3.41«  except 
that  calves  shall  be  injected  with  the 
equivalent  of  two  doses  of  vaccine  ad- 
ministered as  recommended  on  the 
label. 

(iii")  Live  bacterial  vaccine  rec- 
ommended for  use  in  sheep  shall  be 
tested  as  provided  in  §113.45. 

(iv)  Live  bacterial  vaccine  rec> 
ommended  for  use  in  swine  shall  be 
tested  as  provided  in  §  113.44. 

(c)  Identity  teat.  At  least  one  of  the 
identity  tests  provided  in  this  para- 
graph shall  be  conducted  for  the  Mas- 
ter Seed  Bacteria  and  final  container 
samples  from  each  serial  or  first  sub- 
serial  of  completed  biological  product. 
A  known  positive  control  (reference) 
provided  or  approved  by  Animal  and 
Plant  Health  Inspection  Service  shall 
be  included  in  such  tests. 

(1)  Flnnrrscent  antibody  test.  The  di- 
rect fluorescent  antibody  staining 
technique  shall  be  conducted  using 
suitable  smears  of  the  vaccine  bac- 
teria. Fluorpscence  typical  for  the  bac- 
teria concerned  shall  be  demonstrated. 
Fluorescence  shall  not  occur  in  control 
smears  treated  with  specific  antiserum. 

(2)  Tube  agglutination  test.  A  tube  ag-- 
glutination  test  shall  be  conducted 
with  a  suitable  suspension  of  the  vac- 
cine bacteria  using  the  constant  anti- 
gen decreasing-  serum  method  with  spe- 
cific antiserum.  Agglutination  typical 
for  the  bacteria  shall  be  demonstrated. 
Agglutination  shall  not  occur  with 
negative  serum  used  as  a  control  in 
this  test. 

(3)  Slide  agglutination  test.  The  rapid 
plate  (slide)  agglutination  test  shall  be 


conducted  with  suitable  suspensions  of 
the  vaccine  baotwla  using  the  hanging 
drop,  slide  or  plate  method,  with  spe- 
cific antiserum.  Ag-glutination  typical 
for  the  bacteria  shall  be  demonstrated 
by  microscopic  or  macroscopic  obser- 
vation. Agglutination  shall  not  occur 
with  negative  serum  used  as  a  control 
in  this  test. 

(4)  Characterization  tests.  Applicable 
biochemical  and  cultural  characteito- 
tics  shall  be  demonstrated  as  specilled 
in  the  filed  Outline  of  Production. 

(d)  Ingredient  requirements.  Ingredi- 
ents used  for  the  growth  and  prepara- 
tlon  of  Master  Seed  Bacteria  and  of 
live  bacterial  vaccine  shall  meet  the 
requirements  provided  in  §113.50.  Ingre- 
dients of  animal  origin  shall  meet  the 
applicable  requirements  provided  in 
§113.53. 

(e)  Moisture  content.  The  maximum 
percent  moisture  in  desiccated  vac- 
cines shall  be  stated  in  the  filed  Out- 
line of  Production  and  shall  be  estab- 
lished by  the  licensee  as  follows: 

(1)  Prelicensing.  Data  obtained  by  con- 
ducting accelerated  stabill^  tests  and 
bacterial  counts  shall  be  acceptable  on 
a  temporary  basis. 

(2)  Licensed  products.  Data  shall  be 
obtained  by  determining  the  percent 

moisture  and  bacterial  count  at  release 
and  expiration  on  a  minimum  of  10  con- 
secutive released  serials. 

[48  FR  33476.  July  22,  1983.  as  amended  at  54 
FB  19862.  May  6.  1988:  68  FR  88781.  Deo.  98. 
1991] 

ftlld4l5  BnioeUa Abortus Vacdiie. 

Brucella  Abortus  Vaccine  shall  be 

prepared  as  a  desiccated  live  culture 
bacterial  vaccine  from  smooth  colonial 
forms  of  the  Brucella  abortus  organism, 
identified  as  Strain  19.  Each  serial  and 
Bubswial  shall  be  tested  for  purity,  po- 
tency, and  moisture  content.  A  serial 
or  subserlal  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(a)  Purity  tests.  Each  serial  and  sub- 
serial  shall  be  tested  for  purity  as  pro- 
vided in  this  paragraph. 

(1)  Macroscopic  and  microscopic  ex- 
amination shall  be  made  on  bulk  sam- 
ples from  production  containers.  If  or- 
ganisms not  typical  of  Brucella  abortus 
organisms  are  evident,  the  serial  or 
subserial  is  unsatisfoctory. 
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(2)  Two  final  container  vials  of  com- 
pleted product  shall  be  tested  by 
inoculating  one  tube  of  Dextrose 
Andrades  broth  witli  gas  tube  and  one 
tnhe  ot  tliiogrl3^Uate  broth  flrom  each 
vial.  The  inoculated  media  shall  he  in- 
cubated at  35  to  37  °  C  for  96  hours.  If 
growth  not  typical  of  Brucella  aburtua 
organisms  Is  evident,  the  serial  or  sub- 
serial  is  unsatisfactory. 

(3)  Bacterial  dissociation  test.  Final 
container  samples  of  completed  prod- 
uct from  each  serial  and  snbeerial  shall 
be  tested  for  bacterial  dissociation. 
Smooth  colonies  are  the  desired  form. 
Rough  colonies  are  undesirable  ter- 
minal dissociation  forms.  Intermediate 
and  intermedlate-to-rongh  are  also  un- 
desirable. 

Ci)  The  sajnple  container  shall  be  re- 
hydbrated  and  streaked  on  one  potato 
agar  plate  in  such  a  manner  as  to 
produce  confluent  colonies.  Artificial 
reflected  light  shall  be  used  so  that  the 
rays  pass  through  the  plate  at  a  46 
"angle. 

di^  If  the  vaccine  contains  more  than 
5  percent  rough  colonies  or  more  than 
15  percent  total  undesirable  colonies, 
the  serial  or  subserlal  is  unsatisfac- 
tory. If  organisms  or  growth  not  char- 
acteristic of  Brucella  abortus  are  found, 
the  serial  or  subserial  is  unsatisfac- 
tory. The  test  may  be  repeated  one 
time  using  double  the  number  of  sam- 
ples: Provided,  That,  if  the  test  is  not 
repeated,  the  serial  or  subserial  is  un- 
satisfactory. 

(b)  Bacterial  count  requirements  for  re- 
duced dose  vaccine.  Each  serial  and  each 
subserial  shall  be  tested  for  potency. 

(1)  Two  final  container  vials  of  com- 
pleted product  shall  be  tested  for  the 
number  of  viable  organisms  per  dose  of 
rehy dilated  vaccine.  A  bacterial  count 
per  vial  shall  be  made  on  tryptose  agar 
plates  from  suitable  dilutions  using  1 
percent  peptone  a.^  a  diluent.  The  in- 
oculated media  shall  be  incubated  at  35 
to  37  C  for  96  hours. 

(2)  If  the  average  count  of  the  two 
final  container  samples  of  freshly  pre- 
pared vaccine  contains  less  than  3.0  or 
more  than  10.0  billion  organisms  per 
dose,  the  aerial  or  subserial  is  unsatis- 
factory. 

(3)  If  the  average  count  on  the  initial 
teet  is  less  than  the  minimum  or  great- 
er than  the  maximum  required  in  para- 


graph (bK2)  of  this  section,  the  serial 

or  subserial  may  be  retested  one  time 
using-  four  additional  final  container 
vials.  The  average  count  of  the  retest 
is  determined.  If  the  average  count  of 
the  four  vials  retested  is  less  than  the 
required  minimum  or  greater  than  the 
required  maximum,  the  serial  or  sub- 
serial  is  unsatisfactory.  If  the  average 
count  of  the  four  vials  retested  is  with- 
in the  required  limits  described  in 
paragraph  (b)(2)  of  this  section,  the  fol- 
lowing shall  apply: 

(i)  If  the  average  count  obtained  in 
the  initdal  test  Is  less  than  one-third  or 
more  than  three  times  the  average 
count  obtained  on  the  retest,  the  aver- 
age count  of  the  initial  test  shall  be 
considered  the  result  of  test  system 
error  and  the  serial  or  subserial  is  sat- 
isfactory. 

(ii)  If  the  average  count  obtained  in 
the  initial  test  is  one-tdiird  or  more 
than  the  average  retest  count  or  three 
times  or  less  than  the  average  retest 
count,  a  new  average  count  shall  be  de- 
termined troni  the  counts  of  all  six 
vials.  If  the  new  average  is  less  than 
the  minimum  or  greater  than  the  max- 
imum required  in  paragraph  Cb)c2)  of 
this  section,  the  serial  or  subserial  is 
unsatisfactory. 

(4)  If  tested  at  any  time  within  the 
expiration  period,  each  dose  of  re- 
hydrated  vaccine  must  contain  at  least 
3.0  billion  viable  organisms  per  dose. 

(c)  Bacterial  count  requirements  for 
standard  vaccine.  Each  serial  and  sub- 
serial  shall  be  tested  for  potency. 

(1)  Two  final  container  samples  shall 
be  tested  for  the  number  of  viable  oi^ra^ 
nisms  per  milliliter  of  rehydrated  vac- 
cine. One  bacterial  count  per  vial  shall 
be  made  on  tryptose  agar  plates  from 
suitable  dilutions  using  1  percent  pep- 
tone as  a  diluent.  The  inoculated  media 
shall  be  incubated  at  35  to  37  °  C  for  96 
hours. 

(2)  If  the  average  count  of  the  two 
final  container  samples  of  freshly  pre- 
pared vaccine  does  not  contain  at  least 
10  billion  viable  organisms  per  milli- 
liter, the  serial  or  subserial  is  unsatis- 
factory. 

(3)  If  the  initial  bacterial  count  is 
less  than  10  billion  organisms  per  milli- 
liter, the  serial  or  subserial  may  be  re- 
tested one  tlm^  using  four  samples.  If 
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the  average  count  of  the  four  vials  re- 
tested  Is  less  than  the  required  min- 
imiim.  the  serial  or  saliserial  Is  unsat- 
isfactory. 

(4)  If  tested  at  any  time  within  the 
expiration  period,  each  milliliter  of  re- 
hydrated  vaccine  does  not  contain  at 
least  5  billion  viable  organisms  per 
niilliliter,  the  serial  or  subserial  is  un- 
satlsftotory. 

[39  PR  16857,  May  10.  1974.  RedesiRnated  at  39 
FR  25463,  July  11,  1974.  and  amended  at  40  PR 
758.  Jan.  3. 1975;  50  FB  23794.  Jan.  6. 1965] 

%IUM  Anthrax  Sporo  Vaoetee-NoB- 
emcapsttlated. 

Anthrax  Spore  Vaccine-  Nonencap- 
sulated  shall  be  a  live  spore  suspension 
prepared  from  nonencapsulated 
variants  of  Bacittua  anthracU.  Only 
Master  Seed  which  has  been  estab- 
lished as  pure,  safe,  and  immunogenic 
shall  be  used  for  production.  All  serials 
of  vaccine  shall  be  prepared  from  the 
first  through  the  fifth  passage  from  the 
Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed In  §113.64  and  the  requirements 
in  this  section. 

(b)  Each  lot  of  Master  Seed  shall  be 
tested  for  immunc^nlcity  as  follows: 

(1)  Forty-two  susceptible  guinea  pigs 
from  the  same  source  each  weiffhin^r  400 
to  500  grams,  shall  be  used  as  test  ani- 
mals (80  vaccinates  and  12  controls). 

(2)  An  arithmetic  mean  spore  count 
of  vaccine  produced  from  the  highest 
passage  of  the  Master  Seed  shall  be  es- 
tablished before  the  immunogenicity 
test  is  conducted.  The  guinea  pigs  used 
as  vaccinates  shall  be  injected  as  rec- 
ommended on  the  label  with  a  pre- 
determined number  of  vaccine  spores. 
To  confirm  the  dosage,  five  replicate 
sitore  counts  shall  be  conducted  on  a 
sample  of  the  vaccine  dilution  used. 

(3)  Fourteen  to  fifteen  days 
postvaccination  the  vaccinates  and 
controls  shall  each  be  challengred  with 
not  less  than  4.500  guinea  pig  LDs,,  of  a 
virulent  suspension  of  Bacillus 
anthrads  furnished  or  approved  by  Ani- 
mal  and  Plant  Health  filspection  Serv- 
ice and  observed  for  10  days. 

(4)  If  at  least  10  of  the  12  controls  do 
not  die  firom  Bacillus  anthracis  within 
the  10-day  postchallenge  observation 


period  the  test  is  invalid  and  may  be 
repeated. 

(5)  If  at  least  27  of  30  of  the  vac- 
cinates do  not  survive  the  10-day 
postchallenge  observation  period,  the 
Master  Seed  is  unsatisfactory. 

C6)  The  Master  Seed  shall  be  retested 
for  immunogenicity  in  3  years  unless 
use  of  the  lot  previously  tested  Is  dis- 
continued. The  vaccinates  and  controls 
must  meet  the  criteria  prescribed  in 
paiagraphs  (b)(4)  and  (b)(5)  of  this  sec- 
tion. 

(7)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(c)  Test  Requirements  for  Release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  9  CFR  113.64  and  the  require- 
ments in  this  paragraph.  Any  serial  or 
subserial  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(1)  Safety  test.  Samples  of  completed 
product  from  each  serial  or  first  sub- 
serial  shall  be  tested  for  safety  in  sheep 
or  goats  by  the  methods  described  in  9 

CFR  113.45(a). 

(2)  Spore  Count  Requirements.  Final 
container  samples  of  completed  prod- 
uct shall  be  tested  for  spore  count. 
Samples  shall  be  diluted  in  tenfold 
steps.  Each  dilution  expected  to  yield 
30  to  300  colonies  per  plate  shall  be 
plated  in  triplicate  on  tryptose  agar, 
inverted,  and  incubated  at  35  to  70  °C 
for  24  hours  to  28  hours.  Each  plate 
having  uniformly  distributed  colonies 
shall  be  counted  and  an  average  count 
determined.  To  be  eligible  for  release, 
each  serial  and  each  subserial  shall 
have  a  spore  count  sufficiently  greater 
than  that  of  the  vaccine  used  in  the 
immunogenicity  test  to  assure  that 
when  tested  at  any  time  within  the  ex- 
piration period,  each  serial  and  sub- 
serial  shall  have  a  spore  count  of  at 
least  twice  that  used  in  the 
immnnotrpnicily  test  but  not  less  than 
2.000. (MX)  .-pures  per  dose. 

[50  FR  23794.  June  6.  1985,  as  amended  at  56 
FR  66784.  Dec.  26. 1991} 

§113.67   Erysipelothrix  Khusiopathiae 
Vacciiie. 

Erysipelothrix  Rhusiopathiae  Vac- 
cine shall  be  prepared  as  a  deslocated 
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live  culture  of  an  avirulent  or  modified 
strain  of  Erysipelothrix  rhusiopathiae. 
Only  Master  Seed  which  has  been  es- 
tablished as  pure,  safe,  and 
Iramimogenic  shall  be  need  for  vaccine 
production. 

(a)  The  Master  Seed  shall  meet  the 
applicable  requirements  prescribed  in 
§113.64  and  the  requirements  in  this 
section. 

(b)  Each  lot  of  Master  Seed  used  for 
vaccine  production  shall  be  tested  for 
immnnogenicity.  The  selected  bac- 
terial count  from  the  lot  of  Master 
Seed  shall  be  established  as  follows: 

(1)  Thirty  Erysipelothrix  rhusiopathiae 
sosceiitible  swine  shall  be  used  as  test 
animals  (20  vaccinates  and  10  controls) 
for  each  route  of  administration  rec- 
ommended on  the  label. 

(2)  An  arithmetic  mean  count  of  the 
colony  forming  units  from  vaccine  pro- 
duced from  the  highest  passag-e  of  the 
Master  Seed  shall  be  established  before 
the  immnnogenicity  test  Is  conducted. 
The  20  swine  to  be  used  as  vaccinates 
shall  be  injected  as  recommended  on 
the  label  with  a  predetermined  quan- 
tity of  vaccine  bacteria.  The  10  control 
swine  shall  be  held  separately  from  the 
vaccinates.  To  confirm  the  dosagre  cal- 
culation, an  arithmetic  mean  count 
shall  be  established  by  conducting  five 
repUcate  titrations  on  a  sample  of  the 
bacterial  vaccine  dilution  used.  Only 
plates  containing  between  30  and  300 
colonies  shall  be  considered  in  a  valid 
test. 

(3)  The  vaccinates  and  controls  shall 
be  examined  and  their  average  body 
temperature  determined  prior  to  chal- 
lengB,  Fourteen  to  twenty-one  days 
postvaccination.  the  vaccinates  and 
controls  shall  be  challent^ed  with  a  vir- 
ulent Erysipelothrix  rhusiopathiae  cul- 
ture and  observed  for  7  days.  The  chal- 
lentje  culture  and  Instructions  for  prep- 
aration and  use  shall  be  obtained  from 
Animal  and  Plant  Health  Inspection 
Service. 

(4)  A  satisfactory  challeng-e  shall  be 
evidenced  in  the  controls  by  a  high 
body  temperature  or  clinical  signs  in- 
cluding, but  not  limited  to  acute  ill- 
ness with  hyperemia  of  the  abdomen 
and  ears,  possibly  terminating  in  sud- 
den death;  moribund! ty,  with  or  with- 
out metastatic  skin  lesions;  depMsion 
with  anorexia,  stillhess,  and/or  joint 


involvement;  or  any  combination  of 

these  symptoms  and  lesions. 

(5)  If  at  least  80  percent  of  the  con- 
trols do  not  show  characteristic  signs 
during  the  observation  period  includ- 
ing.  but  not  limited  to  a  body  tempera- 
ture of  105.6  °  F  or  higher  on  at  least  2 
consecutive  days,  the  test  shall  be  con- 
sidered inconclusive:  Provided,  That 
control  pigs  which  meet  the  criteria  re- 
quirements for  susceptibility  except 
for  high  body  temperature  shall  be  con- 
sidered susceptible  If  sacrificed  and  or- 
ganisms identified  as  Erysipelothrix 
rhusiopathiae  can  be  isolated  firom  the 
blood,  spleen,  or  other  organs. 

(6)  To  demonstrate  immunity  after 
challenge,  the  vaccinates  shall  remain 
free  of  clinical  signs  and  the  body  tem- 
perature shall  not  exceed  104.6  °  F  on  2 
or  more  consecutive  dasrs.  If  at  least  90 
percent  of  the  vaccinates  do  not  re- 
main free  from  clinical  signs  and  high 
body  temperature  throughout  the  ob- 
servation period,  the  Master  Seed  is 
unsatisfactory. 

(7)  The  Master  Seed  shall  be  retested 
for  immnnogenicity  in  3  years.  Only 
five  vaccinates  and  five  controls  need 
to  be  used  in  the  retest:  Provided.  That 
at  least  four  of  five  vaccinates  and  four 
of  the  five  controls  shall  meet  the  cri- 
teria prescribed  in  paragraphs  (b)(5) 
and  (bX8)  of  this  section. 

(8)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  Master  Seed  shall  be  granted 
by  Animal  and  Plant  Health  inspection 
Service. 

(c)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable requirements  in  §118.64  and  the 

requirements  in  this  paragraph.  Any 
serial  or  subserial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(1)  Safety  test.  Samples  of  completed 
product  from  each  .serial  or  first  sub- 
serial  shall  be  tested  for  safety  in 
young  adult  tnioe  as  prescribed  in 
§  113.33(b)  and  i|i  swine  as  prescribed  in 

§113.44. 

(2)  Bacterial  count  requirements.  Final 
container  samples  of  completed  prod- 
uct from  each  serial  and  each  subserial 
shall  be  tested  for  bacterial  count 
using  the  method  used  in  paragraph 
(b)(2)  of  this  section.  Two  replicate  ti- 
trations shall  be  conducted  on  each 
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sample.  To  be  eligible  for  release,  each 
serial  and  subserial  shall  have  a  bac- 
terial count  sufficiently  greater  than 
that  of  the  vaccine  used  in  the 
immunogenicity  test  to  assure  that, 
when  tested  at  any  time  within  the  ex- 
piration period,  each  serial  and  sub- 
serial  shall  have  a  bacterial  count  two 
times  greater  than  that  used  In  sndh 
Immiinogeniclty  test. 

[50  FR  23796.  Jane  6,  1085,  as  amended  at  56 
FR  06784.  Dec.  26. 1001] 

S  113.68  PasteureUa  Haeiaolyllea  Vae- 

cine.  Bovine. 

Pasteurella  Haemolytica  \'accine. 
Bovine,  shall  be  prepared  as  a  des- 
iccated live  cnltnre  bacterial  vaccine 
of  an  avirulent  or  modified  strain  oi 
Pasteurella  haemolytica.  identified  as 
serotype  1.  Only  Master  Seed  which  has 
been  established  as  pore,  safe,  and 
Immunogrenic  shall  be  used  for  vaccine 
production.  All  serials  of  vaccine  shall 
be  prepared  from  the  first  through  the 
fifth  passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §113.64  and  the  requirements 
in  this  section. 

(b)  Each  lot  of  Master  Seed  used  for 
vaccine  production  shall  Vie  tested  for 
immunogenicity.  The  immunogenicity 
of  a  selected  bacterial  count  from  tih» 
lot  of  Master  Seed  shall  be  established 
as  follows: 

(1)  Fifteen  Pasteurella  liaemolytica 
susceptible  calves  shall  be  used  as  test 
animals  (10  vaccinates  and  5  controls) 
for  each  route  of  administration  rec- 
ommended on  the  label. 

(2)  An  arithmetic  mean  count  of  the 
colony  forming  units  from  vaccine  pro- 
duced from  the  liighest  passage  of  the 
Master  Seed  shall  be  established  before 
the  immunogenicity  test  is  conducted. 
The  10  calves  to  be  used  as  vaccinates 
shall  be  injected  as  recommended  on 
the  label  with  a  predetermined  quan- 
tity of  vaccine  bacteria.  The  five  con- 
trol calves  shall  be  held  separntoly 
from  the  vaccinates.  To  confirm  the 
dosage  calculation,  five  replicate  titra- 
tions on  a  sample  of  the  bacterial  vac- 
cine used.  Only  plates  containing  be- 
tween 30  and  300  colonies  shall  be  con- 
sidered a  valid  test. 

(3)  The  vaccinates  and  controls  shall 
be  examined  and  their  average  body 


temperature  determined  prior  to  (dial- 
lenge.  Fourteen  to  twenty-one  days 

post  vaccination,  the  vaccinates  and 
controls  shall  each  be  challenged  by 
the  respiratory  route  with  a  (virulent) 
pneumonia  producing  PasteurtUa 
haemolytica  (mil  are  and  observed  for  4 
to  7  days.  The  challenge  culture  and  in- 
structions for  preparation  for  use  shall 
be  ftimiBhed  or  approved  by  the  Animal 
and  Plant  Health  Inspection  Service. 

(4)  A  satisfactory  challenge  shall  be 
evidenced  in  the  controls  by  progres- 
sion of  clinical  signs  consistent  with 
respiratory  system  infection  following 
challenge,  including  but  not  limited  to 
lacrimation,  mucoid  nasal  exudates, 
expiratory  dsrspnea,  tachypnea,  pul- 
monary rales,  and  cough  possibly  ter- 
minating in  death:  moribundity.  de- 
pression with  anorexia,  diarrhea  with 
substantial  weight  loss;  or  any  com- 
bination of  these  symptoms 

(5)  Lung  lesion  response  to  challenge 
will  be  assessed  in  all  calves.  Lung  le- 
sions will  be  assessed  at  necropsy  in 
calves  that  succumb  to  challenge.  Sur- 
viving calves  will  be  euthanized  on  day 
4  to  7  following  challenge  and  lung  le- 
sions assessed  at  necropBy.  Liiizig  iMion 
scores  will  be  used  in  the  assessment  of 
the  response  to  challenge  exposure.  If  a 
significant  difference  in  iung  lesion 
scores  cannot  be  demonstrated  between 
vaccinates  and  controls  using  a  scoring 
system  approvfd  by  the  Animal  and 
Plant  Health  Inspection  Service,  the 
Master  Seed  is  unsatisfactory. 

(6)  The  Master  Seed  shall  be  retested 
for  immunogenicity  in  3  years  unless 
use  of  the  lot  previously  tested  is  dis- 
continued. Only  five  vaccinates  and 
five  controls  need  to  be  used  in  the 
retest:  Provided,  that,  at  least  four  of 
five  vaccinates  and  four  of  five  controls 
shall  meet  the  criteria  prescribed  In 
paragrajdis  (b)(4)  and  (bK5)  of  this  sec- 
tion. 

(7)  An  Outline  of  Production  change 
must  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  is  granted 
by  the  Animal  and  Plant  Health  In- 
spection Service. 

(c)  Test  requirements  for  release.  Bach 
serial  and  subserial  shall  meet  the  ap- 
plicable ^'^eneral  requirements  pre- 
scribed in  §§  113.8  and  113.64  and  the  re- 
quirements in  this  paragraph.  Any  se- 
rial or  subserial  found  nnsatlsliaotory 
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by  a  preeorlbed  test  shall  not  be  re- 
leased. 

(1)  Safety  test.  Samples  of  completed 
product  from  each  serial  or  first  sub- 
serial  sball  be  tested  for  safety  in 
calves  as  provided  in  §§  113.41(a)  and 
113.41(b)  except,  that  the  equivalent  of 
two  doses  of  vaccine  shall  be  used  and 
administered  in  the  manner  reo- 
ommonrled  on  the  label. 

(2)  Bacterial  count  requirements.  Final 
container  samples  of  completed  prod- 
uct shall  be  tested  for  bacterial  connt 
using  the  method  used  in  paragraph 
(b)(2)  of  this  section.  Two  replicate  ti- 
trations shall  be  conducted  on  each  se- 
rial and  Bubserial.  ESach  sample  shall  be 
rehydrated  with  accompanying  sterile 
diluent  to  the  volume  indicated  on  the 
label.  To  be  eligible  for  release,  each 
serial  and  subserial  shall  have  a  bac- 
terial count  sufficiently  greater  than 
that  of  the  vaccine  used  in  the 
Immnnogenicity  test  to  assure  that, 
when  tested  at  any  time  within  the  ex- 
piration period,  each  serial  and  sub- 
serial  shall  have  a  bacterial  count  at 
least  two  times  greater  than  that  used 
in  the  immunogeniclty  test. 

[56  FR  S5S89.  Aug.  31, 1900] 

§113.69  Pasteurella    Muitocida  Vac- 
eiiM»  Bovine. 

Pasteurella  Muitocida  Vaccine,  Bo- 
vine, shall  be  prepared  as  a  desiccated 
live  culture  bacterial  vaccine  of  an 
avirulent  or  modified  strain  of 
Pasteureda  muitocida,  of  bovine  origin. 
Only  Master  Seed  which  has  been  es- 
tablished as  pure,  safe.  and 
immunogenic  shall  be  used  for  vaccine 
production.  All  serials  of  vaccine  shall 
be  prepared  from  the  first  through  the 
fifth  passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pro- 
scribed in  §  113.64  and  the  requirements 
in  this  section. 

(b)  Each  lot  of  Master  Seed  used  for 
vaccine  production  shall  be  tested  for 
immunogenicity.  The  immunogeniclty 
of  a  selected  bacterial  count  from  the 
lot  of  Master  Seed  shall  be  established 
as  follows: 

d')  Fifteen  Pasteurella  muitocida  sus- 
ceptible calves  shall  be  used  as  test 
animals  (10  vaccinates  and  5  controls) 
for  each  route  of  administration  rec- 
ommended on  the  label. 


(2)  An  arlttmietic  mean  count  of  the 

colony  forming  units  from  vaccine  pro- 
duced from  the  highest  passage  of  the 
Master  Seed  shall  be  established  before 
the  immunogeniclty  test  Is  conducted. 
The  10  calves  to  be  used  as  vaccinates 
shall  be  injected  as  recommended  on 
the  label  with  a  predetermined  quan- 
tity of  vaccine  bacteria.  The  five  con- 
trol calves  shall  be  held  separately 
from  the  vaccinates.  To  confirm  the 
dosage  calculation,  arithmetic  mean 
count  shall  be  established  by  con- 
ducting five  replicate  titrations  on  a 
sample  of  the  bacterial  vaccine  used. 
Only  plates  containing  between  30  and 
300  colonies  shall  be  considered  a  valid 
test. 

C3)  The  vaccinates  and  controls  shall 

be  examined  and  their  average  body 
temperature  determined  prior  to  chal- 
lenge. Fouiteen  to  twenty-one  days 
post  vaccinatUon,  the  vaccinates  and 
controls  shall  each  be  challenged  by 
the  respiratory  route  with  a  (virulent) 
pneumonia  producing  Pasteurella 
muitocida  culture  and  observed  for  4  to 
10  days.  The  challenge  culture  and  in- 
structions for  preparation  for  use  shall 
be  furnished  or  approved  by  the  Animal 
and  Plant  Healtili  Inspection  Service. 

(4)  A  satislEustory  challenge  shall  be 
evidenced  in  the  controls  by  progres- 
sion of  clinical  signs  consistent  with 
respiratory  system  infection  following 
challenge,  including  but  not  limited  to 
acute  illness  with  higher  body  tem- 
perature and  respiration  rate, 
lacrimation,  mucoid  nasal  exudate,  ex- 
piratory dyspnea,  tachypnea,  pul- 
monary rales,  and  cough,  possibly  ter- 
minating in  death:  moribundity,  de- 
pression with  anorexia;  diarrhea  with 
substantial  weight  loss;  or  any  com- 
bination of  these  symptoms. 

(5)  Lung  lesion  response  to  challenge 
will  be  assessed  in  all  calves.  Lung  le- 
sions will  be  assessed  at  necropsy  in 
calves  that  succumb  to  challenge.  Sur- 
viving calves  will  be  euthanized  on  day 
4  to  10  following  challenge  and  lung  le- 
sions assessed  at  necropsy.  Lung  lesion 
scores  will  be  used  in  the  assessment  of 
the  response  to  challenge  exposure.  If  a 
significant  difference  in  lung  lesion 
scores  cannot  be  demonstrated  between 
vaccinates  and  controls  using  a  scoring 
system  apprt^ved  by  the  Animal  and 
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Plant  Health  Inspection  Service,  the 
Master  Seed  is  unsatisfactory. 

(6)  Tlie  Master  Seed  shall  be  re  tested 
tor  imnranogenlcity  in  3  years  unless 
ilBe  of  the  lot  prevlouBly  tested  is  dis- 
continued. Only  five  vaccinates  and 
five  controls  need  to  be  used  in  the 
retest:  Provided,  that,  at  least  four  of 
five  vaccinates  and  four  of  five  controls 
shall  meet  the  criteria  prescribed  in 
paragraphs  cb>c4j  and  (bK5)  of  this  sec- 
tion. 

(7)  An  Outline  of  Production  change 
must  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  is  granted 
by  the  Animal  and  Plant  Health  In- 

ipection  Service. 

(c)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable genera]  requirements  pre- 
scribed in  §§113.8  and  113.64  and  the  re- 
quirements in  this  paragraph.  Any  se- 
rial or  subserial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(1)  Safety  Test.  Samples  of  completed 
product  from  each  serial  or  first  sub- 
serial  shall  be  tested  for  safety  in 

calves  as  provided  in  §§  113.41(a)  and 
113.41(b).  except  that  the  equivalent  of 

two  doses  of  vaccine  shall  be  used  and 
administered  in  the  manner  rec- 
ommended on  the  label. 

(2)  Bacterial  count  requirements.  Final 
container  samples  of  completed  prod- 
not  shall  be  tested  for  bacterial  coant 
using:  the  method  used  in  paragraph 
(b)(2)  of  this  section.  Two  replicate  ti- 
trations shall  be  conducted  on  each  se- 
rial and  subserial.  Each  sample  shall  be 
rehydrated  with  accompanying  sterile 
diluent  to  the  volume  indicated  on  the 
label.  To  be  eligible  for  release,  each 
serial  and  subserial  shall  have  a  bac- 
terial count  sufficiently  greater  than 
that  of  the  vaccine  used  in  the 
inmiunogenicity  test  count  per  dose  es- 
tablished to  assure  that,  when  tested 
at  any  time  within  the  expiration  pe- 
riod, each  serial  and  subserial  shall 
have  a  bacterial  count  at  least  two 
times  greater  than  that  used  in  the 
immunogenidty  test. 

[55  FR  85600.  Aug.  31, 1900] 

§11S.70  Pai^eiiNlla    Mnltoelda  Vao- 
eiiM^  Avian  Isolate. 

Pasteurella  Multocida  Vaccine. 
Avian  Isolate,  shall  be  prepared  as  a 


desiccated  live  culture  of  an  avirulent 

or  modified  strain  of  Pasteurella 
multocida.  Only  Master  Seed  which  has 
been  established  as  pure,  safe,  and 
immunogenic  shall  be  used  for  vaodiie 

production. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  S  113.64  and  the  requirements 

in  this  section. 

(b)  Each  lot  of  Master  Seed  used  for 
vaccine  production  shall  be  tested  for 
immunogenicity  in  each  species  and  for 
each  serotype  for  which  the  Master 
Seed  is  claimed  to  t^ive  protection. 

(1)  Thirty  Pasteurella  multocida  sus- 
ceptible birds  shall  be  used  as  test  aal- 
mals  (20  vaccinates  and  10  controls)  fftr 
each  bird  species,  route  of  administra- 
tion, and  serotype  for  which  protection 
is  claimed  on  the  label. 

(2)  An  arithmetic  mean  count  of  col- 
ony forming  units  from  vaccine  pro- 
duced from  the  highest  passage  of  Mas- 
ter Seed  shall  be  established  before  the 
immunogenicity  test  is  conducted.  The 
20  birds  to  be  used  as  vaccinates  shall 
be  inoculated,  as  recommended  on  the 
label  with  a  predetermined  quantity  of 

vaccine  bacteria.  The  10  control  birds 
shall  be  held  separately  from  the  vac- 
cinates. To  confirm  the  dosage  calcula- 
tion, an  arithmetic  mean  count  shall 
be  established  by  conductine:  five  rep- 
licate titrations  on  a  sample  of  the 
bacterial  vaccine  used.  Only  plates 
containing  between  30  and  300  colonies 
shall  be  considered  in  a  valid  test. 

(3)  Not  less  than  14  days  after  vac- 
cination, each  of  20  vaccinates  and 
each  of  10  unvaccinated  controls  shall 
be  challenged  intramuscularly  or  by 
other  methods  acceptable  to  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice with  a  virulent  PaatewnHHa  multocUda 
strain,  for  which  protection  is  claimed, 
and  observed  daily  for  a  14  day  post- 
challenge  period. 

(4)  Bight  or  more  of  the  unvaccinated 
controls  must  die  for  the  test  to  be 
valid.  If  at  least  16  of  20  of  the  vac- 
cinates do  not  survive  the  14-day 
postchallenge  period,  the  Biaster  Seed 
is  unsatisfactory  at  the  selected  bao- 
terial  count. 

(5)  The  Master  Seed  shall  be  retested 
for  immunogenicity  in  3  years  and 
shall  meet  the  criteria  prescribed  in 
paragraph  (b)C4)  of  this  section. 
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(c)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable requirements  in  §§113.8  and 
113.64  and  the  requirements  in  this 
paragraiAi.  Any  serial  or  subserial 

found  unsatisfactory  by  a  inrescrlbed 
test  shall  not  be  rpleased. 

(1)  Safety  teat.  Samples  of  completed 
product  from  each  serial  or  first  sub- 
serial  shall  be  tested  for  safety. 

(1)  Ten  birds  of  a  species  for  which 
the  vaccine  is  recommended  shall  be 
given  the  equivalent  of  10  doses  each  of 
the  vaccine  and  observed  for  10  days.  If 
the  vaccine  is  recommended  for  more 
than  one  species,  only  one  species 
needs  to  be  tested. 

fil)  If  unfavorable  reactions  attrib- 
utable to  the  vaccine  occur  during  the 
observation  period  in  two  or  more  of 
the  test  birds,  the  serial  is  unsatisfac- 
tory. 

(iii)  If  unfavorable  reactions  occur 
which  are  not  attributable  to  the  test 
vac<dne,  the  test  is  inconclusive  and 
may  be  repeated.  If  the  results  of  the 
next  test  are  not  satisfactory,  or  if  the 
test  is  not  repeated,  the  serial  shall  be 
considered  unsatisliaotory. 

(2)  Bacterial  count  requirements.  Final 
container  samples  of  completed  prod- 
uct shall  be  tested  for  bacterial  count 
using-  the  method  used  in  paragraph 
(b)(2)  of  this  section.  Two  replicate  ti- 
trations shall  be  conducted  on  each  se- 
rial and  subserial.  Each  sample  shall  be 
rehydrated  with  accompansrlng  sterile 
diluent  to  the  volume  indicated  on  the 
label.  To  be  elig-ible  for  release,  each 
serial  and  subserial  shall  have  a  bac- 
terial count  sufdciently  greater  than 
that  of  the  vaccine  used  in  the 
immunog-enlclty  test  count  per  dose  es- 
tablished to  assure  that,  when  tested 
at  any  time  within  the  expiration  pe- 
riod, each  serial  and  subserial  shall 
have  a  bacterial  count  at  least  two 
times  greater  than  that  used  in  the 
inmiunogenicity  test. 

[55  FR  35560.  Aug.  31,  1990.  as  amended  at  59 
FR  19633,  Apr.  2S.  1894;  64  PR  48044.  Aug.  9. 
1999} 

ft  113.71   Ghlamydia    Psittad  Vaccine 
(Feline        Pnfmnmnitis)»  Live 

Chlamydia  Psittaoi  Vaccine  (Feline 
Pneumonitis),  Live  Chlamydia,  shall  be 
prepared  from  chlamydia-bearing  cell 


culture  fluids  or  embryonated  chicken 

eggs.  Only  Master  Seed  which  has  been 
established  as  pure,  safe,  and 
immunogenic  shall  be  used  for  vaccine 
production.  All  serials  of  vaccine  diall 
be  prepared  fTom  the  first  through  the 
fifth  passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  requirements  prescribed  in 
§113.300  and  the  requirements  in  this 
section.  Master  Seed  propagrated  in 
chicken  embryos  shall  be  tested  for 
pathogens  by  the  chicken  embryo  test 
prescribed  in  §113.37.  If  found  unsatis- 
factory by  any  prescribed  test,  the 
Master  Seed  shall  not  be  used. 

(b)  Each  lot  of  Master  Seed  used  for 
vaccine  production  shall  be  tested  for 
immunogenicity.  The  Immunogenlcity 
of  a  selected  dose  from  the  lot  of  Mas- 
ter Seed  shall  be  established  as  follows: 

(1)  Thirty  feline  pneumonitis  suscep- 
tible cats  shall  be  used  as  test  animals 
(20  vaccinates  and  10  controls).  Blood 
samples  shall  be  drawn  and  individual 
serum  samples  tested.  The  cats  shall  be 
considered  suitable  for  use  if  all  serums 
are  negative  for  pneumonitis  antibody 
in  a  complement  fixation  test  or  other 
test  of  equal  sensitivity. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  shall  be 
established  before  the  immunogenlcity 
test  is  conducted.  The  20  cats  used  as 
vaccinates  shall  be  administered  a  pre- 
determined quantity  of  vaccine  by  the 
method  to  b^  recommended  on  the 
label  and  the  remaining  10  cats  shall  be 
held  as  controls.  To  confirm  the  dosage 
calculations,  five  replicate  titrations 
shall  be  conducted  on  a  sample  of  the 
vaccine  dilution  used.  If  two  doses  are 
used,  five  replicate  confirming  titra- 
tions shall  be  conducted  on  each  dose. 

(3)  Fourteen  or  more  days  after  the 
final  dose  of  vaccine,  the  vaccinates 
and  controls  shall  each  be  challenged 
intranasally  with  a  minimum  of  10,000 
yolk  sac  LtD50  of  virulent  feline  pneu- 
monitis furnished  or  approved  by  the 
Animal  and  Plant  Health  Inspection 
Service  and  observed  each  day  for  28 
days  postchallenge.  The  rectal  tem- 
perature of  ea^  animal  shall  be  taken 
and  the  presence  or  absence  of  clinical 
signs  noted  and  recorded  each  day. 
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(i)  If  less  than  8  of  10  controls  show 
Clinical  signs  of  feline  imeumonitis  In- 

fection  other  than  fever,  the  test  is  in- 
conclusive and  may  he  repeated. 

(ii)  If  a  significant  difference  in  clin- 
ical signs  other  than  fever  or 
chlamydia  shedding  cannot  be  dem- 
onstrated between  vaccinates  and  con- 
trols using  a  scoring  system  approved 
hy  the  Animal  and  Plant  Health  In- 
spection Service,  the  Master  Seed  is 
unsatisfactory. 

(4)  The  Master  Seed  shall  be  retested 
for  Imnranogenicity  in  3  years  unless 
use  of  The  lot  previously  tested  iS  dis- 
continued. Either  10  vaccinates  and  6 
controls  or  5  vaccinates  and  3  controls 
shall  be  nsed  in  the  retest. 

(i)  If  less  than  five  of  six  or  three  of 
three  of  the  controls  in  the  retest  show 
clinical  signs  of  feline  pneumonitis  in- 
fection other  than  fever,  the  test  is  in- 
conclusive and  may  be  repeated. 

fii)  A  slprnificant  difference  in  clin- 
ical signs  shall  be  demonstrated  be- 
tween vaccinates  and  controls  in  a 
valid  test  as  prescribed  in  paragrajdi 
(C)(3)(ii)  of  this  section, 

(5)  An  Outline  of  Production  change 
must  be  made  before  anthorlty  for  nse 
of  a  new  lot  of  Master  Seed  is  granted 
by  the  Animal  and  Plant  Health  In- 
spection Service. 

(c)  Test  reouirements  for  release:  Ex- 
cept for  §113.300(a)(3)(ii),  each  serial 
and  subserial  shall  meet  the  require- 
ments prescribed  in  §  1I3.3U0  and  in  this 
paragraph.  Final  container  samples  of 
completed  product  shall  be  tested.  Any 
serial  or  subserial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(1)  The  test  for  pathoRt  i.~  prescribed 
in  §113.37  shall  be  conducted  on  each 
serial  or  one  subserial  of  avian  origin 
vaccine. 

(2)  CfikmyeUa  titer  requirements.  Final 
container  samples  of  completed  prod- 
uct shall  be  tested  for  chlamydia  titer 
using  the  titration  method  used  in 
paragraph  (b)(2)  of  this  section.  To  be 
eligible  for  release,  each  serial  and 
each  subserial  shall  have  a  titer  suffi- 
ciently greater  than  the  titer  of  vac- 
cine used  in  the  immunogenicity  test 
prescribed  in  paragraph  (b)  of  this  sec- 
tion to  assure  that  when  tested  at  any 
time  within  the  expiration  period,  each 
serial  and  subserial  shall  have  a  titer 


0.7  greater  than  that  used  m  such 
immunogenicity  test  but  not  less  than 
2.5  ID60  per  dose. 

[55  FR  35561.  Aur.  31.  1990.  BB  amended  at  66 
FR  66786.  Dec.  26. 1991] 

iNAOnVATED  BACTBRIAL  PRODUCTS 

S  113.100  Genenl  reauiremento  ftir  !&- 
activated  baetcrial  prodneta. 

Unless  otherwise  prescribed  in  an  ap- 
plicable Standard  Requirement  or  in 
the  filed  Outline  of  Production,  an  in- 
activated bacterial  product  shall  meet 
the  applicable  requirements  in  this  sec- 
tion 

(a;  Purity  tests.  (1)  Final  container 
samples  of  completed  product  from 
each  serial  and  each  subserial  shall  be 
tested  for  viable  bacteria  and  fungi  as 
provided  in  §113.26. 

(2)  Each  lot  of  Master  Seed  Bacteria 
shall  be  tested  for  the  presence  of  ex- 
traneous viable  bacteria  and  fungi  in 
accordance  with  the  test  provided  in 
S  113.27(d). 

(b)  Safety  tests.  Bulk  or  fi  n  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for 
safety  in  young  adult  mice  in  accord- 
ance with  the  test  provided  in 
§  113.33(b)  unless: 

(1)  The  product  contains  material 
which  is  inherently  lethal  for  mice.  In 
such  instances,  the  guinea  pig  safety 
test  provided  in  §113.38  shall  be  con- 
ducted in  place  of  the  mouse  safety 
test. 

(2)  The  product  is  recommended  for 
poultry.  In  such  instances,  the  product 
shall  be  safety  tested  in  poultry  as  de- 
fined in  the  specific  Standard  Require- 
ment or  Outline  of  Production  for  the 
product. 

(3)  The  product  is  recommended  for 
fish,  other  aquatic  species,  or  reptiles. 

In  such  instances,  the  product  shall  be 
safety  tested  in  fish,  other  aquatic  spe- 
cies, or  reptiles  as  required  by  specific 
Standard  Requirement  or  Outline  of 
Production  for  the  product. 

(c)  Identity  test.  Methods  of  identi- 
fication of  Master  Seed  Bacteria  to  the 
genus  and  species  level  by  laboratory 
tests  shall  be  sufficient  to  distinguish 
the  bacteria  from  other  similar  bac- 
teria according  to  criteria  described  in 
the  most  recent  edition  of  **Beirgey*8 
Manual  of  Systematic  Bacteriology*'  or 
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the  American  Society  lor  Microbiology 
''Manual  of  Clinical  Microbiology".  If 
Master  Seed  Bacteria  are  referred  to  by 
serotjrpe.  serovar,  sabtype,  pllus  type, 
strain  or  other  taxonomic  subdivision 
below  the  species  level,  adequate  test- 
ing must  be  used  to  identify  the  bac- 
teria to  that  level.  Tests  which  may  be 
used  to  identify  Master  Seed  Bacteria 
include,  but  are  not  limited  to: 

(1)  Cultural  characteristics, 

(2>  Staining  reaction, 

(8)  Biochemical  reactivll^, 

(4)  Fluorescent  antihody  tests, 

(5)  Serologric  tests, 

(6)  Toxin  typing-. 

(7)  Somatic  or  flagellar  antigen  char- 
acterization, and 

(8)  Restriction  endonuclease  analysis. 

(d)  Ingredient  requirements.  Ingredi- 
ents used  for  the  growth  and  prepara- 
tion of  Master  Seed  Bacteria  and  of 
final  product  shall  meet  the  require^ 
ments  provided  in  §113.50.  Ingredients 
of  animal  oritrin  shall  meet  the  appli- 
cable requirements  provided  in  §113.53. 

(e)  Only  serials  tested  for  viricidal 
activity  in  accordance  with  the  test 
provided  in  §113.35  and  found  satisfac- 
tory by  such  test  shall  be  packaged  as 
diluent  for  desiccated  fractions  in  com- 
bination packages. 

(f)  If  formaldehyde  is  used  as  the  in- 
activating agent  and  the  serial  has  not 
been  found  satisfactory  by  the  viricidal 
activity  test,  bulk  or  final  container 
samples  of  completed  product  firom 
each  serial  shall  be  tested  for  residual 
free  formaldehyde  content  using  the 
Basic  Fuchsin  Test. 

(1)  The  residual  tree  formaldehyde 
content  of  biological  products  con- 
taining Clostridial  antigens  shall  not 
exceed  the  equivalent  of  0.5  percent 
formaldehsrde  solution  (1,850  parts  per 
million  formaldehyde.) 

(2)  The  residual  free  formaldehyde 
content  of  bacterins,  bacterin-toxoids, 
and  toxoids  other  than  those  con- 
taining Clostridial  antigens,  shall  not 
exceed  the  equivalent  of  0.2  percent 
formaldehyde  solution  (740  parts  per 
million  formaldehyde.) 

[39  FR  16862.  May  10.  1974.  Bedesig^nated  at  55 
FR  8S562,  Aug.  81,  1990,  as  amended  at  60  FR 
14S56.  Mar.  17, 1996] 


§113.101 

S  113.101  Leptospira  Pomona  Bacterin. 

Leptospira  Pomona  Bacterin  shall  he 
produced  from  a  culture  of  Leptospira 
pomona  which  has  been  inactivated  and 
is  nontoxic.  Each  serial  of  Uologlcal 
product  containlnsr  Leptospira  pomona 
fraction  shall  meet  the  applicable  re- 
quirements in  §113.100  and  shall  be 
tested  for  purity,  safety,  and  potency 
as  prescribed  in  this  section.  A  serial 
found  unsatisfactory  by  any  prescribed 
test  shall  not  be  released. 

(a)  Puriti/  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserlal  shall  be  tested 
for  viable  bacteria  and  ftmgl  as  pro- 
vided in  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  In  §118^. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  diluted  with  physiological  sa- 
line so  that  each  0.25  ml  contains  not 
more  than  l/800th  of  the  dose  rec- 
ommended on  the  label  and  shall  be 
tested  for  potency,  using  the  two-stage 
test  provided  in  this  paragraph. 

(1)  Vaccifiate^,  Inject  each  of  at  least 
10  but  not  mbre  than  12  young  adult 
hamsters,  each  weighing  50  to  90 
grams,  with  0.25  ml  of  the  diluted 
bacterin  either  subcutaneously  or 
intramuscularly,  in  accordance  with 
the  label  recommendations  for  use. 

(2)  Controls.  Retain  at  least  10  but  not 
more  than  12  additional  hamsters  from 
the  same  group  as  unvaccinated  con- 
trols. 

(3)  Challenge,  From  14  to  18  days 
postvaccination,  challenge  each  of  10 
vaccinates  and  each  of  10  controls 
Intraperitoneally  with  a  suspension  of 
virulent  Leptospira  pomona  organisms, 
using  a  dose  of  10-10.000  hamster  LDso 
as  determined  by  titration. 

(4)  Post-challenge  period.  Observe  the 
vaccinates  and  controls  for  14  dasrs 
post-challenge  land  record  all  deaths.  If 
eight  or  more  controls  die  of  lepto- 
spirosis.  the  test  is  valid  and  the  re- 
sults shall  be  evaluated  according  to 
the  following  tifkble: 
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Number 

lative 

total  dead 

total  dead 

Stage 

number 

hamsters  for 

hamsters  for 

ObMlM 

of  vac- 

satisfactory 

unsatisfaclory 

cinates 

serial 

serial 

1   

10  

10  

5  or  mora. 

10  

20  

SoriM  — 

(5)  If  three  or  four  vaccinates  die  in 
the  first  stage,  the  second  stage  shall 
be  conducted  In  a  manner  identical  to 
the  first  stag^e. 

(6)  If  the  second  stag^e  is  used,  each 
serial  shall  be  evaluated  according  to 
the  second  part  of  the  table.  On  the 
basis  of  cumulative  results,  each  serial 
shall  either  pass  or  fail. 

[38  FR  16862.  May  10.  1974.  as  amended  at  40 
PR  20067,  May  8.  1975;  45  PR  40100.  June  13. 
1980.  Redesig^nated  at  55  FR  35562.  Auk-  31. 
1980.  as  amended  at  56  FB  66785.  Dec.  26. 1891] 

§118.102  Leptospira 

Icterohaemogrhagiae  Bacterin. 

Leptospira  Icterohaemorrhapriae 
Bacterin  shall  be  produced  from  a  cul- 
ture of  Leptospira  icterohaemorrhagiae 
which  has  been  inactivated  and  is 
nontoxic.  Each  serial  of  biolog-ical 
product  containing  Leptospira 
icterohaemorrhagiae  firaotlon  shall  meet 
the  applicable  requirements  in  §113.100 
and  be  tested  for  purity,  safety,  and  po- 
tency as  prescribed  in  this  section.  A 
serial  foimd  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  snbserlal  shall  be  tested 
for  viable  bacteria  and  fungi  as  pro- 
vided in  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  diluted  with  physioloerical  sa- 
line so  that  each  0.25  ml  contains  not 
more  than  l/80th  of  the  dose  rec- 
ommended on  the  label  and  shall  be 
tested  for  potency,  using-  the  twO-Stage 
test  provided  in  this  paraerraph. 

(1)  Vaccinates.  Inject  each  of  at  least 
10  but  not  more  than  12  young  adult 
hamsters,  each  weighing-  50  to  90 
grams,  with  0.25  ml  of  the  diluted 
bacterin  either  subcutaneously  or 
Intramuscularly,  in  accordance  with 
tihe  label  recommendations  for  use. 
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(2)  Controls.  Retain  at  least  10  but  not 
more  than  12  additional  hamsters  firom 
the  same  group  as  unvaocinated  con- 
trols. 

(3)  Challenge.  From  14  to  18  days 
postvaccination,  challenge  each  of  10 

vaccinates  and  each  of  10  controls 
intraperitoneally  with  a  suspension  of 
virulent  Leptospira  icterohaemorrhagiae 
organisms,  using  a  dose  of  10-10,000 
hamster  LD30  as  determined  by  titra- 
tion. 

(4)  Post^haUenge  period.  Observe  the 
vaccinates  and  controls  for  14  days 
post-challensre  and  record  all  deaths.  If 
eight  or  more  controls  die  from  lepto- 
spirosis,  the  test  is  valid  and  tlM  re- 
sults shall  be  evaluated  according  to 
the  following  table: 


-  ■  '  '  -  1 

Cumu- 

Cumulative 

Cumulative 

Number 

lative 

total  dead 

total  dead 

of  vac- 

number 

hamsters  for 

tiambters  for 

cinates 

of  vac- 

satisfactory 

unsatisfactory 

cinates 

serial 

serial 

1 

10 

2  or  less 

5  or  more, 
eormora. 

2  

.0  ,..,..„ 

(5)  If  three  or  four  vaccinates  die  in 
the  first  stage,  the  second  stage  shall 
be  used.  The  second  stage  shall  be  con- 
dnoted  in  a  manner  Identtoal  to  tiie 
first  stage. 

(6)  If  the  second  stage  is  used,  each 
serial  shall  be  evaluated  according  to 
the  second  part  of  the  table.  On  thA 
basis  of  cumulative  results,  each  SSfrlal 
shall  either  pass  or  fail. 

1^9  FH  16862.  May  10.  1974.  as  amended  at  45 
FK  mm.  June  13,  1980.  Redesignated  at  66 
FR  35562.  Auv;.  31.  1990.  fts  amended  at  06  FR 
66785.  Dec.  26. 1991] 

1113.103  Leptoqiiva  CnMa 

Bacterin. 

Leptospira  Canicola  Bacterin  shall  be 
produced  from  a  culture  of  Leptospira 
canicola  which  has  been  inactivated 
and  is  nontoxic.  Each  serial  of  biologi- 
cal product  containing  Leptospira  canic- 
ola fraction  shall  meet  the  applicable 
requirements  in  f  113.100  and  shall  be 
tested  for  purity,  .safety,  and  iKitency 
as  prescribed  in  this  section.  Serials 
found  unsatisfactory  by  any  prescribed 
test  shall  not  be  released. 

Ca)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  ftangl  as  pro- 
vided in  S118.26. 
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(b)  Safeti/  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  Bhall  he  tested  for  safety  as 
provided  in  §113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  diluted  with  physiological  sa- 
line so  that  each  0.25  ml  contains  not 
more  than  l/80th  of  the  dose  rec- 
ommended on  the  label  and  shall  be 
tested  for  potency,  using  the  two-stage 
test  provided  In  this  paragraph. 

(1)  Vaccinates.  Inject  each  of  at  least 
10  but  not  more  than  12  young^  adult 
hamsters,  each  weighing  50  to  90 
grams,  with  0.25  ml  of  the  diluted 
hacterin  either  subcutaneously  or 
intramuscularly,  in  accordance  with 
the  label  reconamendations  for  use. 

(2)  Controls.  Retain  at  least  10  but  not 
more  than  12  additional  hamsters  from 
the  same  group  as  unvaoclnated  con- 
trols. 

(3)  Challenge.  From  14  to  18  days 
postvaccinatlon.  challenge  each  of  10 

vaccinates  and  each  of  10  controls 
intraperitoneally  with  a  suspension  of 
virulent  Leptospira  canicola  organisms, 
using  a  dose  of  10-10,000  hamster  LDso 

as  determined  by  titration. 

(4)  Post-challenge  period.  Observe  the 
vaccinates  and  controls  for  14  days 
post-challenge  and  record  all  deaths.  If 

eight  or  more  controls  die  from  lepto- 
spirosis.  test  is  valid  and  the  results 
shall  be  evaluated  according  to  the  fol- 
lowing tahle: 


Cumu- 

CiKnulative 

Cumulative 

Number 

lative 

total  dead 

total  dead 

Stage 

of  vac- 

number 

hamsters  for 

hamsters  for 

dMlw 

of  vac- 

satisfactory 

unsatisfacloiy 

cinates 

serial 

serial 

1   

10  

10  

2or  less  

5  or  mors. 

6  or  miM. 

2  

10  

20  

SorISM  

(5)  If  three  or  four  vaccinates  die  in 
the  first  stage,  the  second  stage  shall 
he  used.  The  second  stage  Shall  be  con- 
ducted in  a  manner  identical  to  the 
first  stage. 

(6)  If  the  second  stage  is  used,  each 
aerial  shall  he  evaluated  according  to 
the  second  part  of  the  table.  On  the 
basis  of  cumulative  results,  each  serial 
shall  either  pass  or  fail. 

[38  FR  16862.  May  10.  1974.  as  amended  at  45 
FR  40100.  June  IS,  IMO.  Redeslgiiftted  at  66 

FR  35562.  Aug.  31.  1990,  BB  amended  at  56  FR 

66785.  Dec.  26, 1991J 


§113.104  Leptoepini  Grippotyphosa 

Bacterin. 

Leptospira  Grippotyphosa  Bacterin 
shall  be  produced  from  a  culture  of 
Leptospira  grippotifphosa  which  has  been 
inactivated  and  is  nontoxic.  Each  se- 
rial of  biolotrical  product  containing 
Leptospira  grippntyphosa  fraction  shall 
meet  the  applicable  requirements  in 
§118.100  and  shall  be  tested  for  purity, 
safety,  and  potency  as  prescribed  In 
this  section.  A  serial  found  unsatisfac- 
tory by  any  prescribed  test  shall  not  be 
released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  fungi  as  pro- 
vided in  §  113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  diluted  with  physiological  sa- 
line so  that  each  0.25  ml  contains  not 
more  than  l/800th  of  the  dose  rec- 
ommended on  'the  label  and  shall  be 
tested  for  potency,  using  the  two-stage 
test  provided  in  this  paragraph. 

(1)  Vaccinates.  Inject  each  of  at  least 
10  but  not  more  than  12  young  adult 
hamsters,  ea<di  weighing  50  to  90 
grams,  with  0.25  ml  of  the  diluted 
bacterin  either  subcutaneously  or 
intramuscularly,  in  accordance  with 
the  label  recommendations  lor  use. 

(2)  Controls.  Retain  at  least  10  but  not 
more  than  12  actional  hamsters  from 
the  same  grouj^  as  unvaoclnated  con- 
trols. 

(3)  Challenge.  From  14  to  18  days 
postvaccinatlon,  <diallenge  each  of  10 

vaccinates  and  eacdi  of  10  controls 
intraperitoneally  with  a  suspension  of 
virulent  Leptospira  grippotyphosa  orga- 
nisms, using  a  dose  of  10-10,000  hamster 
LiDso  as  determined  Toy  titraldon. 

(4)  Post -challenge  period.  Observe  the 
vaccinates  and  controls  for  14  days 
post-challenge  and  record  all  deaths.  If 
eight  or  more  controls  die  of  lepto- 
spirosis.  the  test  is  valid  and  the  re- 
sults shall  be  evaluated  according  to 
the  following  table: 
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Cumulative  Totals 


Stags 

Dead  hamsters 
for  aooapMnos 

Dead  hamsters 
for  rejection 

1   

10  

Sormm. 
Sot  Mon. 

2  ■•«••«■••■• 

SorliM  

(5)  If  tbree  or  four  vaodnatM  die  1b 

the  first  stage,  the  second  stage  shall 
be  conducted  in  a  manner  Identical  to 
the  first  stage. 

(6)  If  the  second  stage  Is  used,  each 
serial  shall  be  evaluated  according  to 
the  second  part  of  the  table.  On  the 
basis  of  cumulative  results,  each  serial 
shall  either  pass  or  fall. 

[40  FR  17003.  Apr.  16.  1975.  as  amended  at  40 
FR  23989.  June  4,  1975;  45  FR  40100.  June  13, 
1980.  Redesignated  at  FR  35562.  Aus-  31. 
1990.  as  amended  at  56  FR  66785.  Dec.  26.  1991] 

§  113.105   Leptospira  Harc^jo  Bacterin. 

Leptospira  Hardjo  Bacterin  shall  be 
produced  from  a  culture  of  Leptospira 
hardjo  which  has  been  inacttvated  and 
is  nontoxic.  Each  serial  of  biological 
product  containing  Leptospira  hardjo 
fraction  shall  meet  the  applicable  re- 
quirements in  f  118.100  and  shall  be 

tested  for  purity,  safety,  and  potency 
as  prescribed  in  this  section.  A  serial 
foond  unsatisfactory  by  any  prescribed 
test  idiall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ple.s  of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  ftingrl  as  pro- 
vided in  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §  113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using  the  test  written  into  the 
filed  Outline  of  Production. 

[40  FR  17003.  Apr.  16.  1975.  as  amended  at  40 
FR  20067.  May  8.  1975.  Redesignated  at  55  FR 
35562.  Aug.  81,  1990.  as  amended  at  56  FR 
66785.  Dec.  86. 1991] 

fllS.106  Clostridiiim  Cluntvoel 
Bactwin. 

Clostridium  Chauvoei  Bacterin  shall 
be  produced  from  a  culture  of  Clos- 
tridium chauvoei  which  has  been  inac- 
tivated and  is  nontoxic.  Each  serial  of 
biological   product   containing  Clos- 


tridium chauvoei  fraction  diall  meet  the 

applicable  requirements  in  §113.100  and 
shall  be  tested  for  purity,  safety,  and 
potency  as  prescribed  in  this  section. 
Serials  found  unsatisfactory  by  any 
pirsflcribed  test  shall  not  be  released. 

(a)  Purity  tc.^t.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  fUngl  as  pro- 
vided In  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
ea6h  serial  shall  be  tested  for  safety  as 
provided  In  f  113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
ttom  each  serial  shall  be  tested  for  po- 
tency  u^ini^  the  two-stage  test  ivovided 

in  this  paragraph. 

(1)  Each  of  at  least  8  but  not  more 
than  10  guinea  pigs,  eaoh  weighing  800 
to  500  grams,  shall  be  injected 
subcutaneously  with  a  guinea  pig  dose. 
A  second  guinea  pig  dose  shall  be  in- 
jected 21  to  28  days  after  the  first  dose. 
Bach  guinea  pig:  dose  shall  be  one-fifth 
of  the  dose  recommended  on  the  label 
for  a  calf. 

(2)  Clostridium  chauvoei  challenge  ma- 
terial, available  upon  request  from 
Animal  and  Plant  Health  Inspection 
Service,  shall  be  used  for  challenge  14 
to  15  days  following  the  last  injection 
of  the  product.  Each  of  eight  vac- 
cinates and  each  of  five  additional  non- 
vaccinated  guinea  pigs  for  controls 
shall  be  injected  intramuscularly  with 
approximately  100  LDso  of  challenge 
material.  This  dose  shall  be  determined 
by  statistical  analysis  of  results  of  ti- 
trations of  the  challenge  material.  The 
vaccinates  and  controls  shall  be  ob- 
served for  3  days  postchallenge  and  all 
deaths  recorded. 

(8)  For  a  valid  test,  at  least  80  per- 
cent of  the  controls  shall  die  within 
the  3  day  post-challenge  observation 
period.  If  this  requirement  is  met.  the 
results  of  the  potency  test  shall  be 
evaluated  aooording  to  the  following 
table: 


Cumu- 

CumuMive 

CumuWiv* 

Number 

lative 

total  number 

toiri  nuniter 

Stage 

of  vac- 

number 

ofdMttwfor 

ofdMlitlor 

cinates 

of  vac- 

anunMiili^ 

cinates 

iDiy  leei 

toiy  tMl 

1 

8 

8 

1  or  less  

3  or  more. 
5  or  more. 

2   

8  

16  

4  or  less  
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The  second  stage  shall  be  required  only 
when  exactly  two  animals  die  in  the 
first  stage.  The  second  stage  shall  be 
conducted  in  a  manner  identical  to  the 
first  stage. 

[39  FR  16862.  May  10.  1974.  as  amended  at  45 
FR  40100,  June  13,  1980.  Redesignated  at  55 
FB  35562,  Aug.  31,  1990  and  amended  at  66  FR 
eSTBi.  66785.  Dec.  26, 1801] 

S113.107  Cloetiidliim  Haenolytieuiii 
Bacterin. 

Clostridium  Haemolyticum  Bacterin 
shall  be  produced  from  a  culture  of 
Clostridium  haemolyticum  which  has 
been  inactivated  and  Is  nontoxic.  Bach 

serial  of  bioloprical  product  containing 
Clostridium  haemolyticum  fraction  shall 
meet  the  applicable  requirements  in 
1113.100  and  shall  be  tested  for  xrarity, 
safety,  and  potency  as  prescribed  in 
this  .section.  A  serial  found  unsatisfac- 
tory by  any  prescribed  test  shall  not  be 
released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  tangi  as  pro- 
vided in  §113.26. 

fb)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  sliall  be  tested  for  po- 
tency Hiring  the  two-stage  test  provided 
in  this  paragraph. 

(1)  Each  of  at  least  8  but  not  more 
than  10  guinea  pigs,  each  weighing  300 
to  500  grams,  shall  be  injected 
subcutaneously  with  a  guinea  pig  dose. 
A  second  guinea  pig  dose  shall  be  in- 
jected 21  to  23  days  after  the  first  dose. 
Each  guinea  pig  dose  shall  be  one-fifth 
of  the  dose  recommended  on  the  label 
for  a  calf. 

(2)  Clostridium  haemolyticum  challenge 
material,  availaltle  upon  request  from 
Animal  and  Plant  Health  Inspection 
Service,  shall  be  used  for  challenge  14 
to  15  days  following  the  last  injection 
of  the  product.  Each  of  eight  vac- 
cinates and  each  of  five  additional  non- 
vaccinated  guinea  pigs  for  controls 
shall  be  injected  Intramuscularly  with 
approximately  100  LDw  of  challenge 
material.  This  dose  shall  be  determined 
by  statistical  analysis  of  results  of  ti- 


§113.108 

tratlons  of  the  challenge  material.  The 
vaccinates  and  controls  shall  be  ob- 
served for  3  days  postchallenge  and  all 
deaths  recorded. 

(3)  For  a  valid  test,  at  least  80  per- 
cent of  the  controls  shall  die  within 
the  3  day  post-challenge  observation 
period.  If  this  requirement  Is  met,  the 
results  of  the  potency  test  shall  be 
evaluated  according  to  the  following 
table: 


Cumu- 

Cumulative 

Cumulative 

Number 

lative 

total  number 

total  number 

stage 

of  vac- 

number 

of  deattis  for 

oi  deaths  for 

CkWlBS 

of  vac- 

a  satisfac- 

an  unsatisfac- 

Gtnalee 

tofy  test 

tory  test 

1   

8 

8 

1  or  less 

3  or  more. 
5  or  more. 

2  

8  

16  

4  or  less  

The  second  stage  shall  be  required  only 
when  exactly  two  animals  die  in  the 
first  stage.  The  second  stage  shall  be 
conducted  in  a  manner  identical  to  the 
first  stage. 

[39  FR  16862,  May  10,  1974,  as  amended  at  40 
FR  20067,  May  8,  1975;  45  FR  40100.  June  13. 
1980.  Redesignated  at  55  FR  35562.  Aug.  31. 
1990,  as  amended  at  56  FR  06784,  66786,  Dec. 
26.1901] 

§118.108  Clostridiiim  Novyi  Bacteria- 
ToKoid. 

Clostridium  Novyi  Bacterin-Toxoid 
shall  be  produced  from  a  culture  of 
Clostridium  novyi  which  has  been  inac- 
tivated and  is  nontoxic.  Bach  serial  of 
biological  product  containing  Clos- 
tridium novyi  fiaction  shall  meet  the 
applicable  requirements  in  §113.100  and 
shall  be  tested  for  purity,  safety,  and 
potency  as  prescribed  in  this  section.  A 
serial  found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  fungi  as  pro- 
vided in  §118.26. 

(h)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §118.38. 

(c)  Potency  test.  Balk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using  the  Alpha  toxin-neutraliza- 
tion test  provided  in  this  paragraph. 

(1)  When  used  in  this  test,  the  fol- 
lowing words  and  terms  shall  mean: 
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(1)  International  antitoxin  unit.  (I.U.) 
That  quantity  of  Alpha  Antitoziii 

which  reacts  with  Lo  and  L+  doses  of 
Standard  Toxin  according  to  their  defi- 
nitions. 

(11)  Lo  dose.  The  largrest  quantity  of 

toxin  which  can  be  mixed  with  one  unit 
of  Standard  Antitoxin  and  not  cauae 
sickness  or  death  in  injected  mice. 

(HI)  dote.  The  smallest  quantity  of 
toxin  which  can  be  mixed  with  one  unit 
of  Standard  Antitoxin  and  cause  death 
in  at  least  80  percent  of  injected  mice. 

(iv)  Standard  antitoxin.  The  Alpiha 
Antitoxin  preparation  which  has  been 
standardized  as  to  antitoxin  unitage  on 
the  basis  of  the  International  Clos- 
tridium novtfi  Alpha  Antitoxin  Standard 
and  which  is  either  supplied  by  or  ac- 
ceptable to  the  Animal  and  Plant 
Health  Inspection  Service.  The  anti- 
toxin unit  yalae  shall  be  stated  on  the 
label. 

(v)  Standard  toxin.  The  Alpha  toxin 
preparation  which  is  supplied  by  or  is 
accejitable  to  the  Animal  and  Plant 
Health  Inspection  Service. 

(vi)  Diluent.  The  solution  used  to 
make  proper  dilutions  prescribed  in 
this  test.  Sficdi  solutions  Shall  be  made 
by  dissolving  1  gram  of  peptone  and 
0.25  gram  of  sodium  chloride  in  each  100 
ml  of  distilled  water;  adjusting  the  pU 
to  7.2;  autoolavlnff  at  121  <*C  for  26  min- 
utes: and  storing  at  4  '~C  until  used. 

(2)  Each  of  at  least  eight  rabbits  of  a 
strain  acceptable  to  the  Animal  and 
Plant  Health  bispection  Service,  each 
weighing  4-8  pounds,  shall  be  injected 
subcutaneously  with  not  more  than 
half  of  the  recommended  cattle  dose. 
Provided,  That,  if  the  product  is  rec- 
ommended only  for  sheep,  half  of  the 
recommended  sheep  dose  shall  be  used. 
A  second  dose  shall  be  given  not  less 
tiian  20  days  nor  more  than  28  days 
after  the  fir.'^t  dose. 

(3)  Fourteen  to  soventoen  days  after 
the  second  dose,  all  surviving  rabbits 
shall  be  bled,  and  the  serum  tested  for 
antitoxin  content. 

(i)  At  least  seven  rabbits  are  required 
to  make  an  acceptable  serum  pool. 

(11)  Equal  quantities  of  serum  from 
each  rabbit  shall  be  combined  and  test- 
ed as  a  single  pooled  serum. 

(ill)  K  less  than  seven  rabbits  are 
available,  the  test  is  invalid  and  shall 
be  repeated:  Providedt  ThAt^  if  the  test 


is  not  repeated,  the  serial  shall  be  de- 
clared unsatisfactory. 

(4)  The  antitoxin  content  of  the  rab- 
bit serums  shall  be  determined  by  the 
serum  neutralization  test  as  follows: 

(t>  Make  a  dilution  of  Standard  AMr 
toxin  to  contain  0.1  International  Unit 
of  antitoxin  per  ml. 

(ii)  Make  a  dilution  of  Standard 
Toxin  In  which  0.1  Lo  dose  is  contained 
in  a  volume  of  1  ml  or  less.  Make  a  sec- 
ond dilution  of  Standard  Toxin  in 
which  0.1  L+  dose  is  contained  in  a  vol- 
ume of  1  ml  or  less. 

(ill)  Combine  0.1  International  Unit 
of  Standard  Antitoxin  with  0.1  Lo  dose 
of  diluted  Standard  Toxin  and  combine 
0.1  International  Unit  of  Standard 
Antitoxin  with  0.1  L+  dose  of  diluted 
Standard  Toxin.  Each  mixture  is  ad- 
justed to  a  final  volume  of  2.0  ml  with 
diluent. 

(iv)  Combine  0.1  Lo  dose  of  diluted 
Standard  Toxin  with  a  0.2  ml  volume  of 
undiluted  serum.  The  mixture  is  ad- 
justed to  a  final  volume  of  2.0  ml  with 
diluent. 

(V)  Neutralize  all  toxin-antitoxin 
mixtures  at  room  temperature  for  1 
hoar  and  hold  In  loe  water  until  injeo- 

tions  of  mice  can  be  made. 

(vi)  Five  Swiss  white  mice,  each 
weighing  16-20  grams,  shall  be  used  for 
each  toxin-antitoxin  mixture.  A  dose  of 

0.2  ml  shall  be  injected  intravenously 
into  each  mouse.  Conclude  the  test  72 
hours  post  injection  and  record  all 
deaths. 

(5)  Test  Interpretation  shall  be  as  fbl- 

lows: 

(i)  If  any  mice  inoculated  with  the 
mixture  of  0.1  ILntematlonal  Unit  of 

Standard  Antitoxin  and  0.1  Lo  doses  of 
Standard  Toxin  die,  the  results  of  the 
serum  neutralization  test  are  inconclu- 
sive and  Aall  be  repeated:  Proi^ded, 
That,  if  the  test  is  not  repeated,  the  se- 
rial shall  be  declared  unsatisfactory. 

(ii)  If  less  than  80  percent  of  the  mice 
inoculated  with  the  mixture  of  0.1 
International  Unit  of  Standard  Anti- 
toxin and  0.1  L+  doses  of  Standard 
Toxin  die,  the  results  of  the  serum  neu- 
tralisation test  are  inconclusive  and 
shall  be  repeated:  Provided,  That,  if  the 
test  is  not  repeated,  the  serial  shall  be 
declared  unsatisfactory. 

(Hi)  If  any  mice  inoculated  with  the 
mixture  of  0.2  ml  undiluted  serum  with 
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0.1  Lo  dose  of  Standard  Toxin  dio.  the 
serum  is  considered  lo  contain  less 
than  0.50  International  Units  per  ml. 

(iv)  If  the  single  pooled  serum  from 
seven  or  more  rabbits  contains  less 
than  0.5  International  Unit  per  ml,  the 
serial  is  ntisatlBfactory. 

(39  FR  16M2,  May  10,  1974,  as  amended  at  45 

FR  40101,  June  13,  1980.  Redesijrnated  at  55 
FR  35562,  Aug.  31.  1990;  56  FR  37825,  Ang.  9. 
1991.  as  amended  at  56  FR  66784.  66785.  Dec. 
36.1991] 

§113.109  Clostridium  SordelUi 
Bacterin-Tofzoid. 

Clo-stridium  Sordellii  Bacterin-Tox- 
oid  shall  be  produced  from  a  culture  of 
Clostridium  sordellii  which  has  been  in- 
activated and  Is  nontoxic.  Each  serial 
of  biological  product  containing  Clos- 
tridium sordellii  fraction  shall  meet  the 
applicable  requirements  in  §113.100  and 
shall  be  tested  for  purity,  safety,  and 
potency  as  prescribed  in  this  section.  A 
serial  found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial  and  each  subserlal  shall  be  tested 
for  viable  bacteria  and  fungi  as  pro- 
vided in  §  113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using  the  toxin-neutralization 
test  invTlded  in  this  paragraph. 

(1)  WTien  used  in  this  test,  the  fol- 
lowing words  and  terms  shall  mean: 

(i)  International  antitoxin  unit.  (I.U.) 
That  quantity  of  antitoxin  which  re- 
acts with  Lo  and  L+  doses  of  Standard 
Toxin  according  to  their  definitions. 

(ii;  Lo  dose.  The  largest  quantity  of 
toxin  which  can  be  mixed  with  one  unit 
of  Standard  Antitoxin  and  not  cause 
sickness  or  death  in  injected  mice. 

(iii)  L+  dose.  The  smallest  quantity  of 
toxin  which  can  be  mixed  with  one  unit 
of  Standard  Antitoxin  and  cause  death 
in  at  least  80  percent  of  injected  mice. 

(iv)  Standard  antitoxin.  The  antitoxin 
preparation  which  has  been  standard- 
ized as  to  antitoxin  unitagre  on  the 
basis  of  the  International  Clostridium 
sordellii  Antitoxin  Standard  and  which 


is  either  supplied  by  or  acceptable  to 
the  Animal  and  Plant  Health  Inspec- 
tion Service.  The  antitoxin  unit  value 
shall  be  stated  on  the  label. 

(v)  Standard  toxin.  The  toxin  prepara- 
tion which  is  supplied  by  or  is  accept- 
able to  the  Animal  and  Plant  Health 
Inspection  Service. 

(vl)  Diluent.  The  solution  used  to 
make  proper  dilutions  prescribed  in 
this  test.  Such  solutions  shall  be  made 
by  dissolving  1  gram  of  peptone  and 
0.25  gram  of  sodium  chloride  In  each  100 
ml  of  distilled  water;  adjusting  the  pH 
to  7.2;  autoclavint,'^  at  121  "^C  for  25  min- 
utes; and  storing  at  4  C  until  used. 

(2)  Each  of  at  least  eight  rabbits  of  a 
strain  acceptable  to  the  Animal  and 
Plant  Health  Inspection  Service,  each 
weighing  4-8  pounds,  shall  be  injected 
subcutaneously  with  not  more  than 
half  of  the  recommended  cattle  dose: 
Prnvidrd,  That,  if  the  product  is  rec- 
ommended only  for  sheep,  half  of  the 
recommended  sheep  dose  shall  be  used. 
A  second  dose!  shall  be  given  not  less 
than  20  da.ys  nor  more  than  28  dasrs 
after  the  first  dose. 

(3)  Fourteen  to  seventeen  days  after 
the  second  dose,  all  surviving  rabbits 
shall  be  bled,  and  the  serum  tested  for 
antitoxin  content. 

(i)  At  least  seven  ralibits  are  required 
to  make  an  acceptable  serum  pool. 

(11)  Equal  quantities  of  serum  from 
each  rabbit  shall  be  combined  and  test- 
ed as  a  single  pooled  serum. 

(lii)  If  less  than  seven  rabbits  are 
available,  the  test  is  invalid  and  shall 
be  repeated:  Provided,  That*  if  the  test 
is  not  repeated,  the  serial  shall  be  de- 
clared u  n  sa  t  i  s  f  a  c  t  ory . 

(4)  The  antitoxin  content  of  the  rab- 
bit serums  shall  be  determined  by  the 
serum  neutralisation  test  as  follows: 

(i)  Make  a  dilution  of  Standard  Anti- 
toxin to  contain  1.0  international  unit 
of  antitoxin  per  ml. 

(ii)  Make  a'  dilution  of  Standard 
Toxin  in  which  1.0  Lo  dose  is  contained 
in  a  volume  of  1  ml  or  less.  Make  a  sec- 
ond dilution  of  Standard  Toxin  in 
which  1.0  L-H  dose  Is  contained  in  a  vol- 
ume of  1  ml  or  less. 

(iii)  Combine  1.0  International  Unit 
Standard  Antitoxin  with  1.0  Lo  dose  of 
diluted  Standard  Toxin  and  combine  1.0 
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Ihtemational  Unit  of  Standard  Anti- 
toxin with  1.0  L+  dose  of  diluted  Stand- 
ard Toxin.  Each  mixture  is  adjusted  to 
a  final  volume  of  2.0  ml  with  diluent. 

(iv)  Combine  1.0  Lo  dose  of  diluted 
Standard  Toxin  with  a  1.0  ml  volume  of 
undiluted  serum.  This  mixture  is  ad- 
justed to  a  final  volume  of  2.0  ml  with 
diluent. 

(v)  Neutralise  all  tozin-antl toxin 
mixtures  at  room  temperature  for  1 
hour  and  hold  in  ice  water  until  injec- 
tions of  mice  can  be  made. 

(vi)  Five  Swiss  white  mice,  each 
weighing  16-20  grams,  shall  be  used  for 
each  toxin-antitoxin  mixture.  A  dose  of 
0.2  ml  shall  be  injected  Intravenously 
into  esucih.  mouse.  Conclude  the  test  72 
hours  poBt  injection  and  record  all 
deaths. 

(5)  Test  Interpretation  shall  be  as  fol- 
lows: 

(1)  If  any  mice  inoculated  with  the 
mixture  of  1.0  International  Unit  of 
Standard  Antitoxin  and  1.0  Lo  doses  of 
Standard  Toxin  die.  the  results  of  the 
serum  neutralization  test  are  inconclu- 
sive and  .shall  be  repeated:  Provided. 
That,  if  the  test  is  not  repeated,  the  se- 
rial shall  be  declared  unsatisfactory. 

(ii)  If  less  than  80  percent  of  the  mice 
inoculated  with  the  mixture  of  1.0 
International  Unit  of  Standard  Anti- 
toxin and  1.0  Li+  doses  of  Standard 
Toxin  die.  the  results  of  the  serum  neu- 
tralization test  are  inconclusive  and 
shall  be  repeated:  Provided,  That,  if  the 
test  is  not  repeated,  the  serial  shall  be 
declared  unsatisfactory. 

(ill)  If  any  mice  inoculated  with  the 
mixture  of  1.0  ml  undiluted  serum  with 
1.0  liO  dose  of  Standard  Toxin  die,  the 
serum  is  considered  to  contain  less 
than  1.0  International  Units  per  ml. 

(iv)  If  the  single  pooled  serum  from 
seven  or  more  rabbits  contains  less 
than  1.0  International  Unit  per  ml.  the 
serial  is  unsatisfactory. 

[39  FR  16862.  May  10,  1974,  as  amended  at  42 
PR  61247.  Dec.  2.  1977:  45  FR  40101.  June  13. 
1980.  Redesignated  at  55  FR  35562.  Aug.  31. 
1990:  56  FR  37826.  Aug.  9.  1991;  56  FR  66784. 
66785.  Dec.  26. 19911 

5113.110  Clostridiiun  Botulinum  Type 
C  Bacterin-Toxoid. 

Clostridium  Botulinum  Type  C 
Baoterin-Toxoid  shall  be  produced  from 
a  culture  of  Clostridium  botuUnvm  Type 


O  which  has  been  Inactivated  and  la 

nontoxic.  Each  serial  of  biological 
product  containing  Clostridium  hotu- 
linum  Type  C  fraction  shall  meet  the 
applicaMe  requirements  in  §118.100  and 
shall  be  tested  for  purity,  safety,  and 
potency  as  prescribed  in  this  section.  A 
serial  found  unsatisfactory  by  any  pre- 
scribed test  diall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  fungi  as  pro- 
vided in  §  113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §113.33(b). 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency, using  susceptible  mink  as  test 
animals.  At  lea.st  five  vaccinates  and 
thi'ee  unvaccinated  controls  of  the 
same  source  and  approximately  the 
same  age  shall  be  used. 

(1)  Each  of  the  vaccinates  shall  be  in- 
jected subcutaneously  with  the  dose 
reconmiended  on  the  label  for  mink. 
Twenty-one  to  twenty-eigrht  days  post- 
in  jection,  the  vaccinates  and  the  con- 
trols shall  be  challenged 
Intraperitoneally  with  botullnum  Type 
C  toxin  which  has  been  titrated  in  mice 
to  provide  for  a  10'* "  mouse  MLD  dose. 
The  titration  technique  shall  include 
inoculation  of  the  mice 
intraperitoneally. 

(2)  The  vaccinates  and  controls  shall 
be  observed  for  7  days  post-challenge 
and  signs  of  botulism  and  deaths  noted. 
For  a  valid  test,  the  controls  shall  die 
of  botulism.  If  the  test  is  valid  and  80 
percent  of  the  vaccinates  do  not  re- 
main free  of  botulism,  the  serial  is  un- 
satisfactory. 

[89  FR  16862,  May  10.  1974.  as  amended  at  40 

FR  759.  Jan.  3.  1975.  Redesiiimated  at  55  FR 
35562,  Aug.  31,  1900.  as  amended  at  56  FR 
68786,  Dec.  26. 1981] 

§113.111    Clostridium  Perfringens 
Type  C  Toxoid  mad  Baeteria-Toaoid. 

Clostridium  Perfrin^ens  Type  C  Tox- 
oid and  Clostridium  Perfringens  Type  C 
Bacterin-Toxoid  shall  be  produced  from 
a  culture  of  Clostridium  perfringens 
Type  C  which  has  been  inactivated  and 
is  nontoxic.  Each  serial  shall  meet  the 
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applicable  requirements  in  §113.100  and 
shall  be  tested  lor  purity,  safety,  and 
potency  as  prescribed  in  this  section. 
Any  serial  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  fungi  as  pro- 
vided in  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  spT'ial  shall  be  tested  for  safety  as 
provided  in  §  113.33(b). 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using  the  Beta  toxin-neutraliza- 
tion test  provided  in  this  paragraph. 

(1)  When  used  in  this  test,  the  fol- 
lowing words  and  term?  shall  mean: 

(1)  International  antituiui  unit.  (I.U.) 
That  quantity  of  Beta  Antitoxin  which 
reacts  with  Lo  and  L-*-  doses  of  Stand- 
ard Toxin  according  to  their  defini- 
tions. 

(ii)  Lo  dose.  The  largest  quantity  of 
toxin  which  can  be  mixed  with  one  unit 

of  Standard  Antitoxin  and  not  cause 
sickness  or  death  in  injected  mice. 

(iii)  dose.  The  smallest  quantity 
Of  toxin  which  can  be  mixed  with  one 
unit  of  Standard  Antitoxin  and  cause 
death  in  at  least  80  percent  of.  injected 
mice. 

(Iv)  Standard  antitoxin.  The  Beta 
Antitoxin  preparation  whi<dL  has  been 

standardized  as  to  antitoxin  unltage  on 
the  basis  of  the  International  Clos- 
tridium perfringens  Beta  Antitoxin 
Standard  and  which  is  either  supplied 
by  or  acceptable  to  Animal  and  Plant 
Health  Inspection  Service.  The  anti- 
toxin unit  value  shall  be  stated  on  the 
label. 

(v)  standard  toxin.  The  Beta  toxin 
];)repai'ation  which  is  supplied  by  or  is 
acceptable  to  Animal  and  Plant  Health 
Inspection  Service. 

(vi)  Diluent.  The  solution  used  to 
make  proper  dilutions  prescribed  in 
this  test.  8u<A  solutions  shall  be  made 
by  dissolving  1  gram  of  peptone  and 
0.25  grams  of  sodium  chloride  in  each 
100  ml  of  distilled  water;  adjusting  the 
pH  to  7.2;  autodavlng  at  260  *F  for  26 
minutes;  and  storing  at  4  °C  until  used. 

(2)  Each  of  at  least  eight  rabbits  of  a 
strain    acceptable    to    APHIS,  each 


weighing  4-8  pounds,  shall  be  Injected 
subcutaneously  with  not  more  than 
half  of  the  largest  recommended  dose 
for  any  species  indicated  on  the  prod- 
uct label.  A  second  equivalent  dose 
shall  be  given  not  less  than  20  days  nor 
more  than  28  days  after  the  first  does. 

(3)  Fourteen  to  seventeen  days  after 
the  second  dose,  all  surviving  rabbits 
shall  be  bled  and  the  serum  tested  for 
antitoxin  content. 

(i)  At  least  seven  rabbits  are  required 
to  make  an  acceptable  serum  pool. 

(ii)  Equal  quantities  of  serum  from 
each  rabbit  shall  be  combined  and  test- 
ed as  a  single  pooled  serum. 

(iii)  If  less  than  seven  rabbits  are 
available,  the  Lest  is  invalid  and  shall 
be  repeated:  Provided,  That,  if  the  test 
is  not  repeated,  the  serial  shall  be  de- 
clared unsatisfactory. 

(4>  The  antitoxin  content  of  the  rab- 
bit serums  shall  be  determined  as  fol- 
lows: 

(i)  Make  a  rlilution  of  Standard  Anti- 
toxin to  contain  10  International  Units 
of  antitoxin  per  ml. 

(ii)  BAake  one  dilution  of  Standard 
Toxin  to  contain  10  Lo  doses  per  ml  and 
make  a  second  dilution  of  Standard 
Toxin  to  contain  10  L.^  doses  per  ml. 

(iii)  Ck)mbine  10  Ihtemational  Units 
of  Standard  Antitoxin  with  10  Lo  doses 
of  diluted  Standard  Toxin  and  combine 
10  International  Units  of  Standard 
Antitoxin  with  10  L^.  doses  of  diluted 
Standard  Toxin. 

(Iv)  Combine  1  ml  of  undiluted  serum 
with  10  Lu  doses  of  diluted  Standard 
Toxin. 

(V)  Neutralise  all  toxin-antitoxin 
mixtures  at  room  temperature  for  1 
hour  and  hold  in  ice  water  until  injec- 
tions of  mice  can  be  made. 

(vi)  Five  Swiss  white  mice,  each 
weighing  1&-20  grams,  shall  be  used  for 
each  toxin-antitoxin  mixture.  A  dose  of 
0.2  ml  shall  be  injected  intravenouBly 
into  each  mouse.  (Conclude  the  test  24 
hours  post-injection  and  record  all 
deaths. 

(5)  Test  Interpretation  rihall  be  as  fol- 
lows: 

(i)  If  any  mice  inoculated  with  the 
mixture  of  10  International  Units  of 
Standard  Antitoxin  and  10  Lo  doses  of 

Standard  Toxin  die,  the  results  of  the 
test  are  inconclusive  and  shall  be  re- 
peated: Provided,  That,  if  the  test  is  not 
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repeated,  the  serial  shall  be  declared 
unsatisfactory. 

(ii)  If  less  than  80  percent  of  the  mice 
inoculated  with  mixture  of  10  Inter- 
national Units  of  Standard  Antitoxin 
and  10  doses  of  Standard  Toxin  die, 
the  results  of  the  test  are  inconclusive 
and  shall  be  repeated:  Provided.  That,  if 
the  test  is  not  repeated,  the  serial  shall 
be  declared  tmsatisfEustory. 

(iii)  If  any  mice  inoonlated  with  the 
mixture  of  serum  with  10  Ld  doses  of 
Standard  Toxin  die,  the  serum  is  con- 
sidered to  contain  less  than  10  Ihter- 
national  Units  per  ml.  and  the  serial  is 
unsatisfactory 

[39  FR  16862,  May  10.  1971,  as  amended  at  40 
FR  759.  Jan.  3.  1975;  40  FR  11G88.  Sept.  5,  1975. 
Redesignated  at  55  FR  35562,  Aug.  31.  1990,  as 
amended  at  56  FR  66784.  66785,  Dec.  26, 1891;  62 
FR  31330.  June  9.  1997] 

1 113.112   Clostridium  Perfringens 
Type  D  Toxoid  and  Bacterin-Toxoid. 

Clostridium  Perfringens  Type  D  Tox- 
oid and  Clostridinm  PerfHngens  Tyv^ 
D  Bacterin-Toxoid  shall  be  produced 
from  a  culture  of  Clostridium  perfringens 
Type  D  which  has  been  inactivated  and 
is  nontoxic.  Bach  serial  shall  meet  the 
applicable  requirements  in  §113.100  and 
shall  be  te.sted  for  purity,  safety,  and 
potency  as  prescribed  in  this  section. 
Ai^  serial  found  nnsatisfi&ctory  by  a 
prescribed  test  shall  not  be  released 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
xial  and  each  subserial  shall  be  tested 
for  viable  bacteria  and  fungi  as  pro- 
vided in  §113.26. 

(b)  Safety  teat.  Bulk  or  final  container 
samples  of  completed  product  trom 
each  serial  shall  be  tested  for  safety  as 
provided  in  §  113.33(b). 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samjAes  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using-  the  Epsilon  toxin-neutral- 
ization test  provided  in  this  paragrraph. 

(1)  When  used  in  this  test,  the  fol- 
lowing words  and  terms  shall  mean: 

(i)  International  antitoxin  unit.  (I.U.) 
That  quantity  of  Epsilon  Antitoxin 
whicdi  reacts  with  Lo  and  doses  of 
Standard  Toxin  according  to  their  defi- 
nitions. 

(ii)  Lo  dose.  The  largest  quantity  of 
toxin  which  can  be  mixed  with  one- 
tenth  unit  of  Standard  Antitoxin  and 


not  cause  sickness  or  death  in  injected 
mice. 

(iii)  L,  dose.  The  smallest  Quantity 
of  toxin  which  can  be  mixed  with  one- 
tenth  unit  of  Standard  Antitoxin  and 
cause  death  in  at  least  80  percent  of  in- 
jected  mice. 

(iv)  Standard  antitoxin.  The  Epsilon 
Antitoxin  preparation  which  has  been 
standardized  as  to  antitoxin  unitage  on 
the  basis  of  the  International  Clos- 
tridium perfringens  Epsilon  Antitoxin 
Standard  and  which  is  either  supplied 
by  or  acceptable  to  Animal  and  Plant 
Health  Inspection  Service.  The  anti- 
toxin unit  value  shall  be  stated  on  the 
label. 

(v)  Standard  toxin.  The  Epsilon  toxin 
preparation  which  is  supplied  by  or  is 
acceptable  to  Animal  and  Plant  Health 

Inspection  Service. 

(vi)  Diluent.  The  solution  used  to 
make  proper  dilutions  prescribed  in 

this  test.  Such  solutions  shall  be  made 
by  dissolving^  1  erram  of  peptone  and 
0.25  gram  of  sodium  chloride  in  each  100 
ml  of  distilled  water;  adjusting  the  pH 
to  7.2;  autoclaving  at  250  °F  for  25  min- 
utes; and  storing  at  4  °C  until  used. 

(2)  Each  of  at  least  eight  rabbits  of  a 
strain  acceptable  to  APHIS,  each 
weighing  4 — 8  pounds,  shall  be  injected 
subcutaneously  with  not  more  than 
half  of  the  largest  reconamended  dose 
for  any  species  indicated  on  the  prod- 
uct label.  A  second  equivalent  dose 
shall  be  ^iven  not  less  than  20  days  nor 
more  than  23  days  after  the  first  dose. 

(3)  Fourteen  to  seventeen  days  after 
the  second  dose,  all  surviving  rabbits 
shall  be  bled,  and  the  serum  tested  for 
antitoxin  content. 

(i)  At  least  seven  rabbits  are  required 
to  make  an  acceptable  serum  pool. 

fii)  Equal  quantities  of  serum  from 
each  rabbit  shall  be  combined  and  test- 
ed as  a  single  pooled  serum. 

(iii)  If  less  than  seven  rabbits  are 
available,  the  test  is  invalid  and  shall 
be  repeated:  Provided.  That,  if  the  test 
is  not  repeated,  the  serial  shall  be  de- 
clared unsatisfactory. 

(4)  The  antitoxin  content  of  the  rab- 
bit serums  shall  be  determined  as  fol- 
lows: 

(i)  Make  a  dilution  of  Standard  Anti- 
toxin to  contain  1  Ihtematlonal  Unit  of 
antitoxin  per  ml. 
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(ii)  Make  one  dilution  of  Standard 
Toxin  to  contain  10  L„  doses  per  ml  and 
make  a  second  dilution  of  Standard 
Tozlxi  to  contain  10  L+  doses  per  ml. 

(iii)  Combine  1  International  Unit  of 
Standard  Antitoxin  with  10  L,,  doses  of 
diluted  Standard  Toxin  and  Combine  1 
International  Unit  of  Standard  Anti- 
toxin with  10  11+  doses  of  diluted 
Standard  Toxin. 

(iv)  Dilute  1  ml  of  serum  with  1  ml  of 
diluent  (1:2)  and  combine  1  ml  of  this 
solution  with  10  Lo  doses  of  diluted 
Standard  Toxin. 

(v)  Neutralize  all  toxin-antitoxin 
mixtures  at  room  temperature  for  1 
hour  and  hold  in  ice  water  until  injec- 
tions of  mice  can  be  made. 

(▼i)  Five  Swiss  white  mice,  each 
weighing  16-20  grams,  shall  be  used  for 
each  toxin-antitoxin  mixture.  A  dose  of 
0.2  ml  shall  be  injected  intravenously 
into  each  mouse.  Conclude  the  test  24 
hours  post^injection  and  record  all 
deaths. 

(5)  Test  Interpretation  shall  be  as  fol- 
lows: 

(i)  11  any  mice  inoculated  with  the 
mixture  of  1  International  Unit  of 
Standard  Antitoxin  and  10  Lo  doses  of 
Standard  Toxin  die,  the  results  of  the 
test  are  inconclusive  and  shall  be  re- 
peated: Provided,  That,  if  ^e  test  is  not 
repeated,  the  serial  shall  be  declared 
unsatisfactory. 

Cli>  If  less  than  80  percent  of  the  mice 
Inoculated  with  mixture  of  1  Inter- 
national Unit  of  Standard  Antitoxin 
and  10  L.^  doses  of  Standard  Toxin  die. 
the  results  of  the  test  are  inconclusive 
and  shall  be  repeated:  Provided,  That,  if 
the  test  is  not  repeated,  the  serial  shall 
be  declared  unsatisfactory. 

(iii)  If  any  mice  inoculated  with  the 
mixture  of  serum  with  10  L.,  doses  of 
Standard  Toxin  die,  the  serum  is  con- 
sidered to  contain  less  than  2  Inter- 
national Units  per  ml,  and  the  serial  is 
unsatlsfiEkctory. 

[39  FR  16865.  May  10,  1074;  S9  FR  20783.  June 

14.  1974.  Redesignated  at  39  FR  25463.  July  11, 
1974,  and  amended  at  40  FR  758,  Jan.  3,  1975; 
40  FR  41068,  Sept.  5,  1975.  Redesignated  at  55 
FR  35562.  Aug.  SI,  1980.  as  amended  at  56  FR 
66784,  66785,  Dec.  26,  1901:  62  FR  31331.  June  9, 
1907] 
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§113.118  Antagcenoiis  biologies. 

Autogenous  biolog-ics  shall  be  pre- 
pared from  cultures  of  mlcroorgranisms 
which  have  been  inactivated  and  are 
nontoxic.  Snch  iiroduots  shall  be  pre- 
pared only  for  use  by  or  under  the  di- 
rection of  a  veterinarian  under  a  vet- 
erinarian-client-patient relationship, 
Provided,  That,  such  products  may  he 
prepared  for  use  under  the  direction  of 
a  person  of  appropriate  expertise  in 
specialized  situations  such  as  aqua- 
culture,  if  approved  by  the  Adminis- 
trator. 

Each  serial  of  an  autogenous  biolocric 
shall  meet  the  requirements  in  this 
section,  and  if  found  unsatisfactory  by 
any  prescribed  test  shall  not  be  used. 

(a)  Seed  requirements.  The  microorga- 
nisms used  as  seed  to  prepare  autog- 
enous biologies  shall  be  microorga- 
nisms which  ate  isolated  ttom  sick  or 
dead  animals  in  the  herd  of  origin  and 
which  there  Is  reason  to  believe  are  the 
causative  agent(s)  of  the  current  dis- 
ease affecting  a^oh  animals. 

(1)  More  than  one  microorganism  iso- 
lat  ed  from  the  same  herd  may  be  used 
as  seed. 

(2)  Under  normal  circumstances, 
microorganisms  from  one  herd  must 

not  be  used  to  prepare  an  autogenous 
biologic  for  another  herd.  The  Adminis- 
trator, however,  may  authorize  prepa- 
ration of  an  autogenous  biologic  for 
use  in  herds  adjacent  to  the  herd  of  ori- 
gin, when  adjacent  herds  are  consid- 
ered to  be  at  risk.  To  request  author- 
ization to  prepare  a  product  for  use  in 
herds  adjacent  to  the  herd  of  origin, 
the  establishment  seeking  authoriza- 
tion must  submit  to  the  Administrator 
(in  c/o  the  Director,  Center  for  Veteri- 
nary Biologies.  Inspection  and  Compli- 
ance. 510  South  17th  Street.  Suite  104, 
Ames,  LA  50010-8197)  the  following  in- 
formation. (If  any  of  the  data  are  un- 
available, the  applicant  for  authoriza- 
tion should  indicate  that  such  data  are 
imavailable  and  why.) 

(i)  Name,  address,  and  phone  number 
of  the  owner  of  the  herd  of  origin. 

(ii)  Attending  veterinarian's  name, 
address,  and  phone  number. 

(Hi)  Animal  bpecies  and  number  in 
herd  of  origin. 

(iv)  Identification  of  microorga- 
nism(s),  at  least  to  genus. 
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(V)  Diagnosis  or  clinical  signs  of  tlie 
disease  observed. 

(vi)  Name  and  address  of  the  person 
who  isolated  the  microorganlsm(s)  and 
the  date  of  isolation. 

(vii)  Number  of  doses  of  aatogenoas 
biologic  requested  and  vaccination 
schedule. 

(vili)  Each  adjacent  herd  owner's 
name,  address,  and  phone  number. 

(Ix)  Number  of  animals  and  species  in 

each  adjacent  herd. 

(X)  The  attending  veterinarian's  or 
approved  specialist's  assessment  of  the 

involvement  of  the  adjacent  herd(S) 

with  the  disease  observed. 

The  applicant  shall  give  notice  to  the 
State  Veterinarian  or  other  appro- 
pria!»  State  Official  in  writing  when  an 
autogenous  biologic  is  to  be  used  in  ad- 
jacent herds. 

(3)  The  Administrator  may  authorise 
preparation  of  an  autogenous  biologic 
for  use  in  herds  which  are  not  adjacent 
to  the  herd  of  origin,  but  which  he  or 
she  considers  to  be  at  risk  of  infection 
with  the  same  microorganismfs).  Ex- 
cept as  provided  below,  the  same  infor- 
mation which  is  required  for  prepara- 
tion of  such  product  for  use  In  herds 
adjacent  to  the  herd  of  origin  must  be 
submitted  to  the  Adininist rator  (in  c  o 
the  Director,  Center  lor  Veterinary 
Biologies,  Inspection  and  Compliance, 
510  South  17th  Street.  Suite  104,  Ames, 
lA  50010  8197)  for  authorization  to  pre- 
I>are  a  product  for  use  in  herds  not  ad- 
jacent to  the  herd  of  origin.  Because 
the  recipient  herd  involved  may  not  be 
known  when  autogenous  biolog-ics  are 
to  be  used  in  other  geographic  areas, 
the  following  data  may  be  used  in  place 
of  the  data  required  in  paragraphs 
(a)(2)(viii)  and  (a)(2)(ix)  of  this  section. 

(i)  Names  and  addresses  of  practi- 
tioners in  the  area  in  place  of  the 
name,  address,  and  phone  number  of 
the  adjacent  herd  owner. 

Cii)  The  geographic  designations  of 
the  area  involved. 

(iii)  A  summary  of  the  epidemiology 
of  the  disease  situation  that  links  the 
designated  geographic  areas  with  the 
herd  of  origin. 

In  addition,  an  applicant  for  authoriza- 
tion under  this  paragraph  (a)(3)  shall 
provide  written  approval  from  the 
State  Veterinarian  or  other  appro- 
priate State  Official  in  the  State  in 


which  the  autogenous  biologic  is  to  be 
used  in  nonadjacent  herds. 

(4)  Under  normal  circumstances, 
microorganism(s)  used  for  the  produc- 
tion of  autogenous  biologies  may  not 
be  older  than  15  months  firom  the  date 
of  isolation,  or  12  months  from  the  date 
of  harvest  of  the  first  serial  of  product 
produced  from  the  microorganism(s), 
whichever  comes  first.  The  Admlnin- 
trator,  however,  may  authorize  produc- 
tion of  additional  serials  from  micro- 
organism(s)  older  than  the  above  stat- 
ed time  periods.  Provided,  That,  the 
person  requesting  such  authorization 
submits  the  following  supporting  infor- 
mation to  the  address  listed  in  para- 
graph (a)(3): 

(i)  The  attending  veterinarian's  or 
approved  specialist's  current  assess- 
ment of  the  continued  involvement  of  a 
herd  with  the  originally  isolated 
microorganism(8),  Including  a  sum- 
mary of  the  diagnostic  work  that  has 
been  done  to  support  this  assessment. 

(ii)  Evidence  of  satisfiEkCtory  protec- 
tion firom  the  previous  use  of  the  au- 
togenous biologic  produced  from  the 
microorganisms  involved. 

(lii)  Any  otiier  Informatton  the  Ad- 
ministrator may  require  in  order  to  de- 
termine the  need  to  use  the  microorga- 
nism to  make  additional  serials. 

(b)  Restricttoru.  Unless  otherwise  au- 
thorized by  the  Administrator,  each  se- 
rial of  an  autogenous  biologic  shall  be 
subject  to  the  following  restrictions: 

(1)  Microorganisms  used  to  prepare 
auto.?enous  biologies  shall  not  be  main- 
tained in  the  licensed  establishment 
beyond  the  time  authorized  for  use  in 
production. 

(2)  The  expiration  date  of  the  autog- 
enous biologic  shall  not  exceed  18 
months  from  the  date  of  harvest. 

(0)  Testing  r^ftiirements  for  autoffenous 
biologies.  (1)  Final  container  samples  of 
completed  product  from  the  first  serial 
or  subserial  of  an  autogenous  biologic 
produced  from  an  isolate  shall  be  test- 
ed for  purity  as  prescribed  in  §113.26, 
and  for  safety  as  prescribed  in 
§113.33cb)  or  §113.38  except  that: 

(1)  When  the  number  of  final  con- 
tainers in  a  serial  or  subserial  is  50  or 
less,  two  final  container  samples  from 
each  serial  and  subserial  shall  be  tested 
as  prescribed  in  §  113.28(b):  Provided, 
That,  1  ml  aliquots  from  each  sample 
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may  be  inoculated  into  live  cor- 
responding individual  lest  vessels  of 
each  of  the  test  media  required. 

(ii)  Serials  which  are  satisfactory 
after  the  third  day  of  obeervatlon  of 
purity  test  cultures  and  of  safety  test 
animals  may  be  released  for  shipment 
to  the  customer  and  the  tests  contin- 
aed  throughout  the  required  period; 
and 

(iii)  Serials  released  on  the  basis  of 
satisfactory  results  of  third  day  obser- 
vations shall  be  immediately  recalled 
if  evidence  of  contamination  occurs  in 
test  cultures  or  if  any  of  the  test  ani- 
mals used  to  demonstrate  product  safe- 
ty, sicken,  or  die  during  the  observa- 
tion period. 

(iv)  Test  summaries  must  be  sub- 
mitted to  the  Administrator  (in  c/o  the 
Director,  Center  for  Veterinary  Bio- 
logies, Inspection  and  Compliance,  510 
South  17th  Street,  Suite  104,  Ames,  lA 
50010-^197)  on  a  quarterly  basis  by  the 
21st  day  of  January,  April,  July,  and 
October  or  more  often  as  required  by 
the  Administrator. 

(2)  Each  serial  or  subserial  of  autog- 
enous bacterial  product  other  than  the 
first  serial  or  subserial  produced  from 
an  isolate  shall  meet  the  applicable 
general  requirements  prescribed  in 
§113.100  and  the  special  requirements 
prescribed  in  this  section.  Each  serial 
or  subserial  of  autogenous  viral  prod- 
uct other  than  the  first  serial  or  sub- 
serial  produced  from  an  isolate  shall 
meet  the  applicable  general  require- 
ments prescribed  in  §113.200  and  the 
special  requirements  prescribed  in  this 
section.  A  serial  or  subserial  found  un- 
satisfactory by  any  prescribed  test 
shall  not  be  released. 

(i)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  subserial  shall  be  tested  for 
viable  bacteria  and  fungi  as  provided  in 
1113.26.  When  the  number  of  final  con- 
tainers in  a  serial  or  subserial  is  50  or 
less,  two  final  container  samples  from 
each  serial  and  subserial  shall  be  tested 
as  prescribed  in  {113.a6(b):  Provided, 
That,  1  ml  aliquots  from  each  sample 
may  be  inoculated  into  five  cor- 
responding individual  test  vessels  of 
each  of  the  test  media  required. 

(ii)  Safety  tett.  Bulk  of  final  container 
samples  of  completed  product  from 
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each  serial  shall  be  tested  for  safety  as 
provided  in  §  113.33  ( b)  or  §  113.38. 

(iii)  Identification.  All  microorga- 
nisms used  for  the  production  of  autog- 
enous biologibs  shall  be  identified  as 
follows:  Bacteria,  fungi,  and  myco- 
plasma shall  be  identified  at  least  to 
genus  and  species.  Viruses  shall  be 
identified  at  least  to  family.  After  15 
months  from  the  date  of  isolation,  or  12 
months  from  tlie  harvest  date  of  the 
first  serial  of  autogenous  product  pro- 
duced from  microorganism,  which- 
ever comes  first,  characterisation  and 
identification  shall  be  completed  to 
strain  and/or  serotype  before  .-^uch 
microorganism  may  be  used  for  produc- 
tion. 

(iv)  Antigenicity,  or  immunogenicity. 
and  potenci/.  Persons  seeking  author- 
ization to  prepare  additional  serials  of 
autogenous  biologies  from  microoigar 
nisms  that  are  older  than  24  months 
from  the  date  of  isolation,  shall  be  re- 
quired to  conduct  the  following  addi- 
tional tests: 

(A)  Completed  product  shall  be  tested 
for  antigenicity  oi-  immunogenicity  in 
the  species  for  which  the  product  is 
recommended  or  in  another  animal 
species  whose  immunological  response 
has  been  shown  in  the  scientific  llt>- 
erature  to  correlate  with  the  response 
of  the  species  for  which  the  product  is 
recommended.  Such  tests  shall  be  con- 
ducted in  accordance  with  a  protocol 
developed  by  the  licensee  and  approved 
by  the  Administrator  and  the  results 
submitted  to  the  Director,  Center  for 
Veterinary  Biologies,  Licensing  and 
Policy  Development.  510  South  17th 
Street,  Suite  104,  Ames.  lA  50010-8197 
for  review.  Microorganisms  not  shown 
to  be  antigenic  (Idiat  is,  not  shown  to 
induce  a  sitrnificant  serological  re- 
sponse) or  immunogenic  by  such  ap- 
proved tests  shall  not  be  used  for  the 
preparation  of  such  product. 

(B)  Bulk  or  final  container  samples 
of  completed  product  from  each  serial 
of  such  autogenous  biologies  con- 
taining firaotlo&s  for  which  standard  re- 
quirement  potency  test  procedures 
have  been  established  shall  be  tested 
for  potency  in  accordance  with  applica- 
ble standard  requirement  potency  tests 
provided  in  9  dWR  part  113.  If  the  cul- 
ture of  microorganisms  used  to  produce 
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such  tractions  is  shown  to  be  of  a  dif- 
ferent strain  or  serotype  than  the  rea- 
gent or  challengre  mici  nort.'^anisms  used 
In  the  standard  requirement  potency 
test,  reagents  or  challenges  of  the  same 
strain  or  serotjrpe  as  the  microorga- 
nism used  for  production  may  be  used. 

(C)  If  no  standard  requirement  po- 
tency test  procedures  have  been  estab- 
lished f6r  a  fraction(s)  in  the  autog- 
enous biolog-ic,  such  fraction(s)  of  each 
serial  of  product  shall  be  tested  for  po- 
tency using  a  developmental  potency 
test  described  in  the  filed  oatllne  of 
production  or  shall  at  least  be  stand- 
ardized to  contain  an  antigenic  mass 
for  such  fraction(8)  that  has  been 
shown  to  be  antigenic  or  immunogenic 
in  accordance  with  paxagraph 
(c)(2)(iv)(A)  of  this  section. 

[57  FR  38756.  Aug.  27.  1992.  as  amended  at  59 
FR  67616.  Dec.  30.  1994;  64  FR  43044,  Aug.  9, 
1999: 67  FR  18714.  Apr.  3. 2002] 

S  113.114  Tetanus  Toxoid. 

Tetanus  Toxoid  shall  be  produced 
from  a  culture  of  Oostriditan  tetani 
which  has  been  inactivated  and  is 
nontojuc.  The  toxoid  may  be  either  ab- 
sorbed, precipitated,  or  purified  and 
concentrated.  Each  serial  of  biological 
product  containing  tetanus  (omid  frac- 
tion shall  meet  the  applicable  require- 
ments in  f  llS.ldO  and  shall  be  tested  for 
purity,  safety,  and  potency  as  pre- 
scribed in  this  section.  A  serial  or  sub- 
serial  found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  subserial  shall  be  tested  for 
viable  bacteria  and  ftmgi  as  provided  in 
§113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §  113.33(b). 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
firom  each  serial  shall  be  tested  for  po- 
tency. A  group  of  10  guinea  pigs  con- 
sisting of  an  equal  number  of  males 
and  females  weighing  450  to  550  grams 
shall  each  be  Injected  subcutaneously 
with  0.4  of  the  largest  dose  rec- 
ommended on  the  product  labels. 

(1)  Six  weeks  after  injection,  all  sur- 
viving guinea  pigs  sfaidl  be  bled  and 
equal  portions  of  serum,  but  not  less 


than  0.5  ml  from  each,  shall  be  pooled. 
For  a  valid  test,  the  pool  shall  contain 
the  serum  from  at  least  eight  animals. 

(2)  The  antitoxin  titer  of  the  pooled 
serum  shall  be  determined  in  antitoxin 
units  (A.U.)  per  ml  using  an  enzyme- 
linked  immunosorbent  assay  method 
acceptable  to  the  Animal  and  Plant 
Health  Inspection  Service. 

(S)  If  the  antitoxin  titer  of  the  serum 
pool  is  at  least  2.0  A.U.  per  ml,  the  se- 
rial is  satisfactory.  If  the  antitoxin 
titer  of  the  serum  pool  is  less  than  2.0 
A.U.  per  ml,  the  serial  may  be  retMted 
by  the  following  procedure:  Provided, 
That,  if  the  serial  is  not  retested,  it 
shall  be  declared  unsatisfactory. 

(4)  For  serials  in  which  the  serum 
pool  contains  less  than  2.0  A.U.  per  ml, 
the  individual  serum  that  constituted 
the  pool  may  be  tested  by  the  enzyme- 
linked  immunosorbent  assay.  If  at 
least  80  percent  of  the  individual  se- 
rums have  an  antitoxin  titer  of  at  least 
2.0  A.U.  per  ml,  the  serial  is  satisfac- 
tory. If  less  than  80  percent  of  the  indi- 
vidual serums  have  an  antitoxin  titer 
of  at  least  2  0  A.U.  per  ml.  the  serial 
may  be  retested  in  10  guinea  pigs  using 
the  procedure  deaoribed  in  (c)(1)  and  (^ 
above.  The  antitoxin  titer  of  the  pooled 
serum  fVom  the  guinea  pi?s  used  in  the 
retest  shall  be  averaged  with  the  anti- 
toxin level  of  the  pooled  serum  from 
the  initial  test.  If  the  average  of  the 
two  pools  is  at  least  2.0  A  U  per  ml, 
the  serial  is  satisfactory.  If  the  average 
of  the  two  pools  is  less  than  2.0  A.n. 
per  ml,  the  serial  is  unsatisfisustory  and 
shall  not  be  retested  further. 

[39  FR  16862.  May  10.  1974.  as  amended  at  46 
FR  23224,  Apr.  24,  1881;  50  FR  24905.  June  14, 
1965.  Redesignated  at  6S  FR  36662,  Aug.  81. 

1990,  as  amended  at  56  FR  37827,  Aog.  0,  1901: 

56  FR  66785.  Dec.  26,  1991] 

(113.115   Staphylocooeos  Anmis 

Bacterin-Toxoid. 

Staphylococcus  Aureus  Bacteriu- 
Tozold  shall  be  prepared  from  tozolded 
broth  cultures  of  selected  tozogenlo 
strains  of  Staphylococcus  aureus  which 
has  been  inactivated  and  is  nontoxic. 
Each  serial  of  biological  product  con- 
taining Staphylococcus  Aureus 
Bacterin-Toxoid  shall  meet  the  appli- 
cable requirements  in  §  113.100  and  shall 
be  tested  for  purity,  safety,  and  po- 
tency as  prescribed  in  this  section.  A 
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serial  found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial shall  be  tested  for  viable  bacteria 
and  fungi  as  provided  in  §  113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  shall  be 
te.sted  for  safety  as  provided  in 
§  113.33(b).  Also,  the  rabbits  used  in  the 
potency  test  provided  in  paragraph  (c) 
of  this  section  shall  constitute  an  addi- 
tional safety  test.  If  unfavorable  reac- 
tions attributable  to  the  product  occur 
in  any  of  the  rabbits  during  the  obser- 
vation period,  the  serial  is  unsatisfac- 
tory. 

(c)  Potency  test.  Rabbits,  each  weigh- 
ing 2000-3000  grams,  shall  be  used  as 
test  animals.  Either  a  five  rabbit  indi- 
vidual serum  test  or  an  eigrht  rabbit 
pooled  serum  test  shall  be  conducted. 
At  the  start  of  the  test,  individual  se- 
rums from  the  five  rabbits  or  pooled  se- 
rums from  the  eight  rabbits  shall  con- 
tain less  than  0.2  alxkha  antitoxin  units 
per  ml. 

(1)  Each  rabbit  shall  be  given  a  series 
of  not  more  than  three  intramuscular 
injections  at  7  day  intervals  (1.0  ml,  2.0 
ml,  3.0  ml)  and  observed  from  7-14  days 
following  the  third  injection.  At  the 
end  of  the  observation  period,  a  blood 
sample  shall  be  taken  fkx>m  each  rabbit. 

(2)  The  sample  of  serum  from  each 
rabbit,  if  the  five  rabbit  indivifliial  test 
is  conducted  or  a  pooled  sample  of 
equal  quantities  of  serum  from  the  rab- 
bits if  the  eight  rabbit  pooled  serum 
test  is  conducted,  shall  be  tested  to  (1p- 
termine  the  staphylococcus  alpha  anti- 
toxin units  per  ml  as  provided  in  para- 
graphs (cK8),  (4).  (6),  (6),  (7),  and  (8)  of 
this  section. 

(3)  Inactivate  rabbit  serum  66  °C  for 
30  minutes. 

(4)  Make  serial  twofold  dilutions  of 
the  serum  samples  and  conduct  the 
test,  using  1  ml  of  the  serial  dilutions. 
Appropriate  controls  should  be  in- 
cluded for  accurate  interin«tations. 

(6)  Add  1  ml  of  the  standardized  toxin 
containing  the  established  ''Lh'"  dose. 
The  "Lh"  dose  is  the  amount  of  toxin 
which  when  mixed  with  one  imlt  of 
standard  antitoxin  produces  a  50  per- 
cent hemolysis  of  rabbit  red  blood 
cells. 


(6)  Incubate  toxin-antitoxin  mixture 
at  room  temperature  for  30  minutes 
and  add  1  ml  df  a  1.5  percent  suspension 
of  washed  freshly  drawn  rabbit  red 
blood  cells  suspended  in  normal  saline 
to  each  tube.  Mix  and  incubate  the 
combined  product  in  a  37  ''C  water  bath 
for  1  hour.  BefMgerate  at  6  "C  over- 
night. 

(7)  Read  the  hemolysis  produced  and 
establish  the  50  percent  end  point.  The 

50  percent  end  point  of  hemolysis 
should  be  established  )>y  detprmining 
the  size  of  the  button  produced  by  the 
unl3rsed  red  blood  cells. 

(8)  Determine  the  units  of  antitoxin 
Tper  1  ml  of  serum. 

(9)  If  the  individual  samples  from 
four  of  the  five  rabbits  in  the  indi- 
vidual serum  test  or  the  pooled  sam- 
ples from  the  eight  rabbits  in  the 
pooled  serum  test  do  not  contain  three 
alpha  antitoxin  units  per  ml,  the  serial 
is  imsatisfactory. 

[39  FR  16882.  May  10, 1974.  Redesignated  at  S6 

FR  35562.  Au^.  31.  1990,  as  amended  at  56  FR 

66785.  Dec.  26.  1991] 

§113.116    Pasteurella  Multocida 
Bacterin,  Avian  Isolate,  Type  4. 

Pasteurella  Multocida  Bacterin, 
Avian  Isolate,  Type  4  shall  be  prepared 

from  cultures  of  Pasteurella  multocida, 
avian  isolate.  Type  4  (Little  and  Lyons 
classification),  which  have  been  inac- 
tivated, and  dre  nontoxic.  Bach  serial 
of  biological  product  containing 
Pasteurella  Multocida  Bacterin.  Avian 
Isolate,  Type  4,  shall  meet  the  applica- 
ble requirements  in  §113.100  and  shall 
be  tested  for  piuiiy.  safety,  and  po- 
ten(?y.  as  prescribed  in  this  section.  A 
serial  found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  viable  bacteria  and  fungi  as  pro- 
vided in  9  CFR  113.26. 

(b)  Safety  test.  Observation  of  the  vac- 
cinated tui'keys  during  the 
prechallenge  period  of  the  potency  test 
provided  in  paragraph  (c)  of  this  sec- 
tion shall  constitute  the  safety  test.  If 
unfavorable  reactions  that  are  attrib- 
utable to  the  product  occur,  the  serial 
is  unsatisfiactory.  If  unfavorable  reac- 
tions that  are  not  attributable  to  the 
product  occur  in  one  turkey,  test  re- 
sults shall  be  determined  by  observing 
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the  remaining^  20  turkeys.  The  test  is 
inoonduflive  and  may  be  repeated  if  on- 

favorable  reactions  that  are  not  attrib- 
utable to  the  product  occur  in  two  or 
more  turkeys,  but  the  serial  is  unsatis- 
factory if  lAe  test  is  not  repeated. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  tested  tor  potency  of  the  Type 
4  strain,  nsln?  the  two-stage  test  pro- 
vided in  this  paragraph.  Turkeys  at 
least  6  weeks  old  obtained  from  the 
same  soui'ce  and  hatch  shall  be  prop- 
erly identified  and  used  as  provided  in 
this  paragraph. 

(1)  Vaccinates.  Each  of  not  more  than 
21  turkeys  shall  be  vaccinated  with  the 
dose  and  by  the  ronte  recommended  on 
the  label.  A  second  dose  shall  be  given 
after  3  weeks  and  the  turkeys  observed 
for  an  additional  2-week  prechallenge 
period. 

(2)  Unvaccinated  controls.  Elach  of  not 
more  than  11  turkeys  shall  be  held  as 
controls. 

<3)  Challenge,  Not  less  than  14  dasrs 

after  the  second  dose,  each  of  20  vac- 
cinates, and  each  of  10  unvaccinated 
controls  shall  be  challenged 
intramuscularly  wltai  virulent 
Pasteurella  multncida.  Strain  P  1662, 
Type  4  (Little  and  Lyons  classification) 
and  observed  daily  for  a  14-day 
postohallenge  period.  Only  dead  birds 
shall  be  considered  in  evaluating  ^e 
product. 

(4)  Validity  requuenwnta.  Eight  or 
more  unvaccinated  controls  must  die 

for  the  test  to  be  valid.  If  this  require- 
ment is  met.  the  potency  test  results 
are  evaluated  according  to  stage  one  of 
the  following  table.  The  test  is  incon- 
clusive and  may  be  repeated  if  the  va- 
lidity requirement  is  not  met.  but  the 
serial  is  unsatisfactory  if  the  test  is 
not  repeated. 


stage 

Number 
of  vae- 

Cumu- 
lative 
number 

Cunmuialive  total  number 
of  dead  vaccinae 
for 

okMrtM 

of  vac- 
cinates 

aifial 

UnMUefao 
tofyaerW 

1 

2  

20 
20 

20 
40 

6  or  less 
15  or  less  ... 

9  or  more. 
16  or  moie. 

(5)  The  serial  shall  pass  or  fail  based 
on  the  stage  one  results  of  the  potency 
test.  However,  the  second  stage  may  be 
conducted  if  seven  or  eight  vaccinates 
die  in  stage  one,  but  the  serial  is  unsat- 


isfactory if  the  second  stage  is  not  con- 
ducted. 

(6)  The  second  stage  shall  be  con- 
ducted in  a  manner  identical  to  the 
first  stage.  The  serial  shall  be  evalu- 
ated according  to  stage  two  of  the 

table.  On  the  basis  of  accumulated  re- 
sults from  the  data  of  both  stage  tests, 
a  serial  shall  either  pass  or  fail  the  sec- 
ond Stage. 

[47  PR  8796.  Feb.  4.  1962:  47  FR  6617.  Feb.  17. 

1982.  as  amended  at  52  FR  9117.  Mar.  21?.  1987. 
Redesignated  at  55  FR  35562,  Aug.  31.  ISGO,  as 
amended  at  56  FR  68T8&,  Dec.  26, 1901] 

§lia.ll7  Pasteurella  Multodda 
Baetorin,  Avian  Isolate,  Type  1. 

Pasteurella     Mnltoclda  Bacterln, 

Avian  Isolate,  Type  1.  shall  be  prepared 
from  cultures  of  Pasteurella  multocida, 
avian  isolate,  Type  1  (Little  and  Lyons 
classifioation),  which  have  been  inac- 
tivated and  are  nontoxic.  Each  serial  of 
biological  product  containing 
Pasteurella  Multocida  Bacterin,  Avian 
Isolate,  Type  1»  shall  meet  the  applica- 
ble requirements  in  f  113.100  and  shall 
be  tested  for  purity,  safety,  and  po- 
tency as  prescribed  in  this  section.  A 
serial  found  unsatisfaotorsr  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  viable  bacteria  and  Amgi  as  pro- 
vided in  §  113.26. 

(b)  Safety  test.  Observation  of  the  vac- 
cinated chickens  during  the 
preohallenged  period  of  the  potency- 
test  provided  in  para^xraph  (c)  of  this 
section  shall  constitute  the  safely  test. 
If  unfavorable  reactions  that  are  at- 
tributable to  the  product  occur,  the  se- 
rial is  unsatisfactory.  If  unfavorable 
reactions  that  are  not  attributable  to 
the  product  occur  in  one  chicken,  test 
results  shall  be  determined  by  observ- 
ing the  remainintr  20  chickens.  The  test 
is  inconclusive  and  may  bp  repeated  if 
unfavorable  reactions  that  are  not  at- 
tributable to  the  product  occur  in  two 
or  more  chickens,  but  the  serial  is  un- 
satisfactory if  the  test  is  not  repeated. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  potency  of  the  Type 
1  strain,  usin^  the  two-stage  test  pro- 
vided in  this  paragraph.  Chickens,  at 
least  12  weeks  of  age,  obtained  from 
the  same  source  and  hatch,  shall  be 
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properly  identified  and  naed  as  pro- 
vided in  this  paragraph. 

(1)  Vaccinates.  Eacli  of  not  more  than 
21  ohlckens  shall  be  injected  with  the 
dose  and  by  the  route  recommended  on 
the  label.  A  second  dose  shall  be  in- 
jected after  3  weeks  and  the  chickens 
observed  for  an  additional  2  week 
prechallenge  period. 

(3)  Unvaccinated  controls.  Each  of  not 
more  than  11  chickens  shall  be  held  as 
controls. 

(3)  Challenge.  Not  less  than  14  days 
after  the  second  injection,  each  of  20 
vaccinates,  and  each  of  10  unvaccinated 
controls  shall  be  challenKed 
Intramuscularly  with  a  minimum  of  250 
colony-forming  units  of  virulent 
PasteureUa  multocida.  Strain  X-73,  Type 
1  (Little  and  Lyons  classification)  and 
observed  daily  for  a  14-day 
postchallenge  period.  Only  dead  birds 
shall  be  considered  in  evaluating  the 
product. 

(4)  Validity  requirements.  Eight  or 
more  unvaccinated  controls  must  die 
for  the  test  to  be  valid.  If  these  re- 
quirement are  met.  the  potency  test  re- 
sults are  evaluated  accordlnsr  to  stagre 
one  of  the  followiner  table.  The  test  is 
inconclusive  and  may  be  repeated  if 
the  validity  requirements  are  not  met, 
but  the  serial  is  unsatisfactory  if  the 
test  is  not  repeated. 


stage 

Number 

Cumu- 
lative 

number 

Cummulattve  total  number 
of  daad  vacdnaias 

for 

dn^M 

of  vac- 
anates 

Satisfadoiy 
•ifW 

Unsatisfac- 
tory Mdal 

20 

20 

6  or  less 

9  or  more 

20 

40 

15  or  less  .. 

16  or  more. 

(5)  The  serial  shall  pass  or  fall  based 

on  the  stapre  one  result?  of  the  potency 
test.  However,  the  second  stage  may  be 
conducted  if  seven  or  eight  vaccinates 

die  in  stage  one,  but  the  serial  is  unsat- 
isfactory  if  the  second  stage  is  not  con- 
ducted. 

(6)  The  second  stage  shall  be  con- 
ducted in  a  manner  identical  to  the 
first  stage.  The  serial  shall  be  evalu- 
ated according  to  stage  two  of  the 
table.  On  the  basis  of  accumulated  re- 
sults from  the  data  of  both  stage  tests, 


S1 13.1 18 

a  serial  shall  either  pass  or  fail  the  sec- 
ond stage. 

[39  FR  16866,  May  10.  1974;  38  FE  20868.  June 
10, 1974.  as  amended  at  40  FR  780,  Jan.  3, 1975; 
40  FR  23989.  June  4.  1975:  47  FR  5\9?>.  Feb.  \. 
1982;  52  FR  9118,  Mar.  23,  1987.  Redesignated 
at  55  FR  35562,  Aug.  31, 1990,  as  taanaoM.  at  86 
FR  06785,  Deo.  2p,  1901] 

S118.118  PaitonnlUi  Mnttoelda 
Baeterin,  Avian  Isolate,  Type  8. 

PasteureUa  Multocida  Baeterin, 
Avian  Isolate,  Type  3.  shall  be  prepared 
from  culture  of  PasteureUa  multocida, 
avian  Isolate,  Tsrpe  3  (Little  and  Lyons 
classification),  which  have  been  inac- 
tivated and  are  nontoxic.  Each  serial  of 
biological  product  containing 
PasteureUa  Multocida  Baeterin,  Avian 
Isolate,  Types,  shall  meet  the  applica- 
ble requirements  in  §113.100  and  shall 
be  tested  for  purity,  safety,  and  po- 
tency, as  pre^ribed  in  this  section.  A 
serial  found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  viable  bacteria  and  fungi  as  pro- 
vided in  §113.26. 

(b)  Safety  test.  Observation  of  the  vac- 
cinated turkeys  during  the 
prechallenge  period  of  the  potency  test 
provided  in  paragraph  (c)  of  this  sec- 
tion shall  constitute  the  safety  test.  If 
unfavorable  reactions  that  are  attrib- 
utable to  the  iffoduct  occur,  the  serial 
is  unsatisfactory.  If  unfavorable  reac- 
tions that  are  not  attributable  to  the 
product  occur  in  one  turkey,  test  re- 
sults Shall  be  determined  by  observing 
the  remaining  20  turkeys.  The  test  is 
Inconclusive  and  may  be  repeated  if  un- 
favorable reactions  that  are  not  attrib- 
utable to  the  product  occur  in  two  or 
more  turkeys,  but  the  serial  is  unsatis- 
factory if  the  test  is  not  repeated. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  potency  of  the  Type 
3  strain,  using  the  two-stage  test  pro- 
vided in  this  paragraph.  Turkeys,  at 
least  6  weeks  of  age,  obtained  from  the 
same  source  and  hatch,  shall  be  prop- 
erly identified  and  used  as  provided  in 
this  paragraph. 

(1)  Vaccinates.  Each  of  not  more  than 
21  turkeys  shall  be  injected  with  the 
dose  and  by  the  route  recommended  on 
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the  label.  A  second  dose  shall  be  in- 
jected after  S  weeks  and  the  tnrkesrs 

observed  for  an  additional  2  week 
prechallenge  period. 

(2)  Unvacdnated  controls.  Each  of  not 
more  than  U  turkeys  shall  be  held  as 
controls. 

(3)  Challenge.  Not  less  than  14  days 
after  the  second  injection,  each  of  20 
vaccinates,  and  each  of  10  unvaccinated 
controls  shall  be  challenged 
intramuscularly  with  a  minimum  of  150 
colony-forming-  units  of  virulent 
PastciircUa  rnultocida.  Strain  P  1059. 
Type  3  (Little  and  Lyons  Claissiiica- 
tlon)  and  observed  daily  for  a  14-day 
postchallenge  period.  Only  dead  birds 
shall  be  considered  in  evaluating  the 
product. 

(4)  Validity  requirements.  Bight  or 

more  unvaccinated  controls  must  die 
for  thp  test  to  be  valid.  If  these  re- 
quirements are  met.  the  potency  test 
results  are  evaluated  according  to 
stage  one  of  the  following  table.  The 
test  is  inconclusive  and  may  be  re- 
peated if  the  validity  requirements  are 
not  met,  but  the  serial  is  unsatisfac- 
tory if  the  test  is  not  repeated. 


Stage 

Number 
of  vac- 

Cumu- 
lative 
number 

Cummulalive  total  number 
of  dead  vaodnatas 
for 

dnUM 

of  vac- 
cinates 

Satisfactory 
aerial 

Unsatisfac- 
tory terfal 

20 

20 

6orl86e  

9  or  more. 

20 

40 

IS  or  less  ... 

16  or  men. 

(5)  The  serial  shall  pass  or  fail  based 
on  the  stage  one  results  of  the  potency 

test.  However,  the  second  staire  may  be 
conducted  if  seven  or  eight  vaccinates 
die  In  stage  one,  but  the  serial  is  onsat* 
isfactory  if  the  second  stage  is  not  con- 

ducted. 

(6)  The  second  stagre  .shall  be  con- 
ducted in  a  manner  Identical  to  the 
first  stage.  The  serial  shall  be  evalu- 
ated according  to  stage  two  of  the 
table.  On  the  basis  of  accumulated  re- 
sults from  the  data  of  both  stage  tests, 
a  serial  shall  either  pass  or  tan  the  sec- 
ond stage. 

[39  PR  16862.  May  10.  1974.  as  amended  at  40 

FR  7r)f).  J.-in.  3.  1975;  47  FR  51%.  Ffb.  1.  1982: 
52  FR  9118.  Mar.  23.  1987.  Redesignated  at  55 
FR  35562,  Aug.  31,  1990,  as  amended  at  56  FR 
68785,  Dec.  26. 1991] 


§lia.ll9  Eiysipelothrix  Rhusiopathiae 
Bacterin. 

Erysipelothrix  Rhusiopathlae 

Bacterin  shall  be  produced  from  a  cul- 
ture of  Erysipelothrix  rhusiopathiae 
which  has  been  inactivated  and  is 
nontoxic.  Bach  serial  of  biological 
product  containing-  Erysipelothrix 
rhusiopathlae  shall  meet  the  applicable 
requirements  in  §113.100  and  shall  be 
tested  for  purity,  safety,  and  potency 
as  prescribed  in  this  section.  A  serial 
found  unsatisfactory  by  any  prescribed 
test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  viable  bacteria  and  fun^n  as  pro- 
vided in  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
firom  each  serial  shall  be  tested  for  po- 
tency usingr  the  mouse  protection  test 
provided  in  this  parag-raph.  A  mouse 
dose  shall  be  Vio  of  the  least  dose  rec- 
ommended on  the  label  for  swine.  Snoh 
swine  dose  shall  not  be  less  than  1  ml. 

(1)  The  ability  of  the  bacterin  being- 
tested  (Unknown)  to  protect  mice  shall 
be  compared  with  a  Standard  Reference 
Bacterin  (Standard)  which  is  either 
supplied  by  or  acceptable  to  Animal 
and  Plant  Health  Inspection  Service. 

(2)  At  least  three  threefold  dilutions 
shall  be  made  with  the  Standard  and 
the  same  threefold  dilutions  shall  be 
made  for  each  Unknown.  Dilutions 
shall  be  made  with  physiological  saline 
solution. 

(3)  For  each  dilution  of  the  Standard 
and  each  dilution  of  an  Unknown,  a 
group  of  at  least  20  mice,  each  weigh- 
ing 16  to  22  grams,  shall  be  used.  Each 
mouse  in  each  srroup  shall  be  injected 
subcutaneously  with  one  mouse  dose  of 
the  appropriate  dilation. 

( 4 )  Each  of  20  Injected  mice  from  each 
group  shall  be  rhallenered 
subcutaneously  14  to  21  days  after 
being  injected.  A  dose  containing  at 
least  100  mouse  LDmi  of  a  suitable  cul- 
ture of  Erysipelo thru  rhusiopalhiae  shall 
be  used.  All  survivors  in  each  group  of 
mice  shall  be  recorded  10  days 
postchallenge. 
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(5)  Test  for  valid  assay:  At  least  two 
dilations  of  the  Standard  sliall  protect 
more  than  0  percent  and  two  dilutions 
shall  protect  less  than  100  percent  of 
the  mice  injected.  The  lowest  dilution 
of  the  Standard  shall  protect  more 
than  50  percent  of  the  mice.  The  high- 
est dilution  of  the  Standard  shall  pro- 
tect less  than  50  percent  of  the  mice. 

(6)  The  relative  potency  (RP)  of  the 
Unknown  is  determined  by  comparing 
the  60  percent  endpoint  dilution  (high- 
est bacterin  dilution  protectintr  50  per- 
cent of  the  mice)  of  the  Unknown  with 
that  of  the  standard  by  the  following 
formula: 

reciprocal  of  50  percent 
^  _  endpoint  dilution  of  Unknown 
"     reciprocal  of  50  percent 
endpoint  dilutioo  of  Standard 

(7)  If  the  RP  of  the  Unknown  is  less 
than  0.6,  the  serial  being  tested  Is  un- 
satisfactory. 

(8)  If  the  50  percent  endpoint  of  an 
Unknown  in  a  valid  test  cannot  be  cal- 
culated because  the  lowest  dilution 
does  not  exceed  50  percent  protection, 
that  serial  may  be  retested  in  a  man- 
ner identical  to  the  initial  test:  Pro- 
vided, That,  if  the  Unknown  is  not  re- 
tested  or  if  the  protection  provided  by 
the  lowest  dilution  of  the  Standard  ex- 
ceeds the  protection  provided  by  the 
lowest  dilution  of  the  Unknown  by  six 
mice  or  more;  or.  If  the  total  number  of 
mice  protected  by  the  Standard  ex- 
ceeds the  total  number  of  mice  pro- 
tected by  the  Unknown  by  eight  mice 
or  more,  the  serial  is  unsatisfactory. 

(9)  If  the  60  percent  endpoint  of  an 
Unknown  in  a  valid  test  cannot  be  cal- 
culated because  the  highest  dilution 
exceeds  50  percent  protection,  the  Un- 
known is  satisfactory  without  addi- 
tional testingr. 

(10)  If  the  RP  is  less  than  0.6.  the  se- 
rial may  be  retested  by  conducting  two 
independent  replicate  tests  in  a  man- 
ner identical  to  the  initial  test.  The  av- 
erage of  the  RP  values  obtained  in  the 
retests  shall  be  determined.  If  the  aver- 
age RP  is  less  than  0.6,  the  serial  is  un- 
satisfactory without  further  testing.  If 
the  averag-e  RP  obtained  in  the  retests 
is  equal  to  or  greater  than  0.6,  the  fol- 
lowing shall  aRply: 


iX)  If  the  RP  obtained  in  the  original 
test  is  one-third  or  less  than  the  aver- 
age RP  obtained  in  the  retests,  the  ini- 
tial RP  may  be  considered  a  result  of 
test  system  error  and  the  serial  is  sat- 
isf^tory  for  potency. 

(ii)  If  the  RP  value  obtained  in  the 
original  test  is  more  than  one-third  the 
average  RP  obtained  in  the  retests,  a 
new  average  shall  be  determined  using 
the  RP  valued  obtained  in  all  tests.  11 
the  new  average  is  less  than  0.6,  the  se- 
rial is  unsatisfactory. 

[39  FR  16862,  May  10,  1974.  as  amended  at  40 
PR  759,  Jan.  3.  1975;  40  FR  20067,  May  8.  1975; 
40  FR  51414.  Nov.  5.  1975:  44  FR  71408,  D.  r  11. 
1979:  50  FR  23795,  June  6,  1985;  51  FR  23731. 
July  1,  1986.  Redesignated  at  56  FR  35562, 
Aug.  31.  1990;  56  FR  66558,  Deo.  24.  IflOl:  56  FR 
66784,  66785,  Dec.  26, 1991] 

§113.120  SalifKMiena  fVphinnuriiim 

Bacterin. 

Salmonella  Typhimurium  Bacterin 
shall  be  prepared  from  a  culture  of  Sal- 
monella typhinhirium  which  has  been  in- 
activated and  is  nontoxic.  Each  serial 
of  biological  product  containing  Sal- 
monella typhimurium  fraction  shall 
meet  the  applicable  requirements  in 
§113.100  and  shall  be  tested  for  purity, 
safety,  and  potency  as  prescribed  in 
this  section.  A  serial  found  unsatisfac- 
tory by  any  prescribed  test  shall  not  be 
released.  I 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  viable  bacteria  and  fungi  as  pro- 
vided In  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  §lli3.38(b). 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using  the  mouse  test  provided  in 

this  paragraph.  A  mouse  dose  shall  be 
1/20  of  the  least  dose  recommended  on 
the  label  for  other  ammals  which  shall 
not  be  less  thaii  2  ml. 

(1)  The  ability  of  the  bacterin  being 
tested  (Unknown)  to  protect  mice  shall 
be  compared  with  a  Standard  Reference 
Bacterin  (Standard)  which  is  either 
supplied  by  or  acceptable  to  Animal 
and  Plant  Health  Inspection  Service. 

(2)  At.  least  three  tenfold  dilutions 
shall  be  made  Iwlth  the  Standard  and 
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the  same  tenfold  diiuLiuns  shall  be 
made  for  each  Unknown.  The  dilations 
shall  be  made  in  Phosphate  Buffered 

Saline. 

(3)  For  each  dilution  of  the  Standard 
and  each  dilation  of  an  Unknown,  a 
group  of  at  least  20  mice,  each  weigh- 
ing 16-22  grams,  shall  be  used.  Each 
mouse  in  a  group  shall  be  injected 
intraperitoneally  with  one  moase  dose 
of  the  appropriate  dilution.  Each 
mouse  shall  be  revacclnated  on  day  14, 
using  the  same  schedule. 

(4)  Each  of  20  vaccinated  mice  per 
group  shall  be  ohalleng-ed 
intraperitoneally  7  10  days  after  the 
second  vaccination  with  a  0.25  ml  dose 
containing  100-10,000  moase  LDso  as  de- 
termined by  titration,  of  a  suitable  cul- 
ture of  Salmonella  fyphimurium.  All  sur- 
vivors in  each  group  of  mice  shall  be 
recorded  14  6bjb  postchallenge. 

(5)  Test  for  valid  assay;  At  least  two 
dilutions  of  the  Standard  shall  protect 
more  than  0  percent  and  two  dilutions 
shall  protect  less  than  100  percent  of 
the  mice  injected  The  lowest  dilation 
of  the  Standard  shall  protect  more 
than  50  percent  of  the  mice.  The  high- 
est dilation  of  the  Standard  cAall  pro- 
tect less  than  50  percent  of  the  mice. 

(6)  The  reh\tive  potency  (RP)  of  the 
Unknown  is  determined  by  comparing 
the  50  percent  endpolnt  dilation  (high- 
est hacterin  dilution  protecting  50  per- 
cent of  the  mice)  of  the  Unknown  with 
that  of  the  Standard  by  the  following 
formala: 

reciprocal  of  50  percent 
cndpc^int  dilution  of  Unknown 

reciprocal  of  50  percent 
endpoint  dilution  of  Standard 

(7)  If  the  RP  of  the  Unknown  is  less 
than  0.30,  the  serial  being  tested  is  un- 
satisfactory. 

(8)  If  the  50  percent  endpoint  of  an 
Unknown  cannot  be  calculated  because 
the  lowest  dilation  does  not  exceed  50 
I>ercent  protection,  that  serial  may  be 
retested  in  a  manner  identical  to  the 
initial  test;  Provided,  That,  if  the  Un- 
known is  not  retested  or  if  the  proteo- 
tion  provided  by  the  lowest  dilution  of 
the  Unknown  by  six  mice  or  more;  or, 
if  the  total  number  of  mice  protected 
hy  the  Standard  exceeds  the  total  num- 
ber of  mice  protected  by  the  Unknown 


by  eight  mice  or  more,  the  serial  being 
tested  is  ansatisfactory. 

f9i  Tf  the  50  percent  endpoint  of  an 
Unknown  in  a  valid  test  cannot  be  cal- 
culated because  the  highest  dilution 
exceeds  50  percent  protection,  the  Un- 
known is  satisfiEtctory  withoat  addi- 
tional testing-. 

(10)  If  the  RP  is  less  than  the  min- 
imam  required  in  paragraph  (cX7)  of 
this  section,  the  serial  may  be  retested 
by  conductingr  two  independent  rep- 
licate tests  in  a  manner  identical  to 
the  initial  test.  The  average  of  the  RP 
values  obtained  in  the  retests  shall  be 
determined.  If  the  average  RP  is  less 
than  the  required  minimum,  the  serial 
is  ansatisfactory.  If  the  average  RP  ob- 
tained in  the  retests  is  equal  to  or 
greater  than  the  required  mlnimom, 
the  following  shall  apply: 

(i)  If  the  RP  obtained  in  the  original 
test  is  one-third  or  less  than  the  aver- 
age RP  obtained  in  the  retests,  the  ini- 
tial RP  may  be  considered  a  result  of 
test  system  error  and  the  serial  is  sat- 
isfactory. 

(11)  If  the  RP  value  obtained  in  the 
original  test  is  more  than  one-third  the 
average  RP  obtained  in  the  retests,  a 
new  average  shall  be  determined  using 
the  RP  values  obtained  in  all  tests.  If 
the  new  average  is  less  than  the  min- 
imum required  in  paragraph  (cX7)  of 
this  section,  the  serial  is  unsatisfac- 
tory. 

(40  FR  17003.  Apr.  16.  1975.  as  amended  at  42 
FK  59487,  Nov.  18.  1977:  48  FR  31008.  .July  6. 
1983.  Redesignated  at  55  FR  35562.  Aug.  31, 
1990.  as  amended  at  56  FB  66784,  66785,  Deo. 

26.  1991] 

ft  113.121    Pasteoraiia  Multocidn 

Bacterin. 

Pasteurella  Multocida  Bacterin  shall 
be  prepared  flrom  a  culture  of 
Pasteurella  multocida  strains  other  than 
avian  which  have  been  inactivated  and 
are  nontoxic.  Each  serial  of  biological 
product  containing  Pastewrena 
multocida  fraction  shall  meet  the  appli- 
cable requirements  in  §113.100  and  shall 
be  tested  for  purity,  safety,  and  po- 
tency as  prescribed  in  this  section.  A 
serial  found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  from  eacdi  se- 
rial and  each  subserial  diall  be  tested 
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for  viable  bacteria  and  tiuagi  as 
vided  in  §113.26. 

(b)  Safety  test.  Bulk  or  final  container 
sampleB  of  completed  product  firom 
each  aerial  shall  be  tested  for  safety  as 
provided  in  §  113.33(b).  The  subcuta- 
neous route  is  to  be  used. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each,  serial  shall  be  tested  for  po- 
tency using  the  mouse  test  provided  in 
this  paraffrapih.  A  monae  dose  ekall  be 
1/20  of  the  least  dose  recommended  on 
the  label  for  other  animals  which  shall 
not  be  less  than  2  ml. 

CI)  The  ability  of  the  bacterln  beingr 
tested  (Unknown)  to  protect  mice  shall 
be  compared  with  a  Standard  Reference 
Bacterin  (Standard)  which  is  either 
supplied  by  or  acceptable  to  Animal 
and  Plant  Health  Inspection  Service. 

(2)  At  least  three  fivefold  dilutions 
shall  be  made  with  the  Standard  and 
the  same  fivefold  dilutions  shall  be 
made  for  each  Unknown.  The  dilutions 
will  be  made  in  Phosphate  Buffered  Sa- 
line. 

(3)  For  each  dilution  of  the  Standard 
and  each  dilution  of  each  Unknown,  a 

group  of  at  least  20  mice,  each  weigh- 
ing 16-22  grams,  shall  be  used.  Each 
mouse  in  a  group  shall  be  injected 
intraperitoneally  with  one  mouse  dose 

of  the  appropriate  dilution.  Each 
mouse  shall  be  revaccinated  on  day  14, 
using  the  same  schedule. 

(4)  Bach  of  20  injected  mice  per  group 
shall  be  challenged  Intraperitoneally 
10-12  days  after  the  second  vaccination 
with  a  0.2  ml  dose  containing  100-10,000 
mouse  LDso.»  as  determined  by  titra- 
tion, of  a  suitable  culture  of  Pasteurella 
multocida.  All  survivors  in  each  ^jroup 
of  mice  shall  be  recorded  10  days 
poatchallenge. 

(6)  Test  for  valid  assay:  At  least  two 
dilutions  of  the  Standard  shall  protect 
more  than  0  percent  and  two  dilutions 
ahall  protect  less  than  100  percent  of 
the  mice  injected.  The  lowest  dilution 
of  the  Standard  shall  protect  more 
than  GO  percent  of  the  mice.  The  high- 
est dilution  of  the  Standard  shall  pro- 
tect less  than  50  percent  of  the  mice. 

(6)  The  relative  potency  (RP)  of  the 
Unknown  is  determined  by  comparing 
the  50  percent  endpoint  dilution  (hiflrh^ 
est  bacterin  dilution  protecting  50  per- 
cent of  the  mice)  of  the  Unknown  with 


that  of  the  Standard  by  the  following 

formula: 


RP  = 


reciprocal  of  50  peicait 
endpoint  dihition  of  Unknown 


reciprocal  of  50  percent 
enc^int  dilution  of  Standard 

(7)  If  the  RP  of  the  Unknown  is  less 
than  0.50.  the  serial  being  tested  is  un- 
satisfactory. 

(8)  If  the  50  percent  endpoint  of  an 
Unknown  cannot  be  calculated  because 
the  lowest  dilution  does  not  exceed  50 
percent  protection,  that  serial  may  be 
retested  in  a  manner  Identical  to  the 
Initial  test:  Provided,  That,  if  the  Un- 
known is  not  retested  or  if  the  protec- 
tion provided  by  the  lowest  dilution  of 
the  Standard  exceeds  the  protection 
provided  by  the  lowest  dilution  of  the 
Unknown  by  six  mice  or  more:  or,  if 
the  total  number  of  mice  protected  by 
the  Standard  exceeds  the  total  number 
of  mice  protected  by  tide  Unknown  by 
eight  mice  or  more,  the  serial  being 
tested  is  unsatisfactory. 

(9)  If  the  50  percent  endpoint  of  an 
Unknown  in  a  yalid  test  cannot  be  cal- 
culated because  the  highest  dilution 
exceeds  50  percent  protection,  the  Un- 
known is  satisfactory  without  addi- 
tional testing. 

(10)  If  the  RP  is  less  than  the  min- 
imum required  in  paragraph  (c)(7)  of 
this  section,  the  serial  may  be  retested 
by  conducting  two  indei>endent  rep- 
licate tests  in  a  manner  identical  to 
the  initial  test.  The  average  of  the  RP 
values  obtained  in  the  retests  shall  be 
determined.  If  the  average  RP  is  less 
than  the  required  minimum,  the  serial 
is  unsatisfactory.  If  the  averaire  RP  ob- 
tained in  the  retests  is  equal  to  or 
greater  than  the  required  minimum, 
the  following-  shall  apply: 

(i)  If  the  RP  obtained  in  the  original 
test  is  one-third  or  less  thau  liie  aver- 
age RP  obtained  in  the  retests,  the  ini- 
tial  RP  may  be  considered  a  result  of 
test  system  error  and  the  serial  is  sat- 
isfactory. 

(11)  If  the  RP  value  obtained  In  the 
original  test  is  more  than  one-third  the 
average  RP  obtained  in  the  retests,  a 
new  average  shall  be  determined  using 
the  RP  valueiEi  obtained  In  all  tests.  If 
the  new  average  is  less  than  the  min- 
imum required  in  paragraph  (c)(7)  of 
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this  section,  the  serial  is  unsatisfac- 
tory. 

[40  FR  1?0M.  Apr.  16,  1975,  as  amended  at  42 

FR  594R7,  Nov.  18.  1977:  48  FR  31008,  July  6. 
1883.  Redesignated  at  55  FR  35562.  Aug.  31. 
1900.  as  amei^tod  at  56  FR  66784,  66785.  Deo. 
96.1901] 

tU3»IM  ftohmwwlia  rhnlffiriMwiih 
Bftoleriii* 

Salmonella  Choleraesuis  Bacterln 
shall  be  prepared  from  a  culture  of  Sal- 
monella choleraesuia  which  has  been  in- 
activated and  is  nontoxic.  Each  serial 
of  biological  product  containing  Sal- 
monella choleraesuis  fraction  shall  meet 
the  applicable  requirements  in  9  CFR 
113.100  and  shall  he  tested  for  purity, 
safety,  and  potency  as  prescribed  in 
this  section.  A  serial  found  unsatisfac- 
tory by  any  prescribed  test  shall  not  be 
released. 

(a)  Purity  test.  Pinal  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  viable  bacteria  and  fungi  as  pro- 
vided in  9  CFR  118.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  9  CFR  113.ssa>). 

The  snbcntaneous  route  shall  be  used 
when  the  product  is  in  combination 
with  Pasteureila  Multoclda  Bacterln. 

(c)  Potency  teat.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using  the  mouse  test  provided  In 
this  paragraph.  A  mouse  dose  shall  be 
Vf»  of  the  least  dose  recommended  on 
the  label  for  other  animals  which  shall 
not  be  less  than  2  ml. 

(1)  The  ability  of  the  bacterln  beiner 
tMted  (Unknown)  to  protect  mice  shall 
be  compared  with  a  Standard  Reference 
Bacterln  (Standard)  which  is  either 
supplied  by  or  acceptable  to  Veterinary 
Services. 

(2)  At  least  three  fivefold  dilutions 
shall  be  made  with  the  Standard  and 
the  same  fivefold  dilation  shall  be 
made  for  each  Unknown.  The  dilutions 
shall  be  made  in  Phosphate-Buffered 
Saline. 

(8)  For  each  dilution  of  the  Standard 

and  each  dilution  of  an  Unknown,  a 
group  of  at  least  20  mice,  each  weigh- 
ing 16  to  22  grams,  shall  be  used.  £ach 
mouse  in  a  group  Shall  be  injected 
intraperltoneally  with  one  mouse  dose 


of  the  appropriate  dilution.  Each 
mouse  shall  be  revaccinated  on  day  14, 

using  the  same  schedule. 

(4)  Each  of  20  vaccinated  mice  per 
group  shall  be  challenged 
intraperltoneally  7  to  10  days  after  the 
second  vaccination  with  a  0.25  ml  dose 
containing  lQ-1.000  mouse  LDm.  as  de- 
termined by  titration  of  a  suitable  cul- 
ture of  SalmoneUa  choleraesuis.  All  sur- 
vivors in  each  group  of  mice  shall  be 
recorded  14  days  postchallenge. 

(5)  Test  for  valid  assay:  At  least  two 
dilutions  of  the  Standard  shall  protect 
more  than  0  percent  and  two  dilutions 
shall  protect  less  than  100  percent  of 
the  mice  injected.  The  lowest  dilution 
of  the  Standard  Shall  protect  more 
than  50  percent  of  the  mice.  The  high- 
est dilution  of  the  Standard  shall  pro- 
tect less  than  50  percent  of  the  mice. 

(6)  The  relative  potency  (RP)  of  the 
Unknown  is  determined  by  comparing 
the  50  percent  endpoint  dilution  (high- 
est bacterln  dilution  protecting  50  per- 
cent of  the  mice)  of  the  Unknown  with 
that  of  the  Standard  by  the  following 
formula: 

reciprocal  of  50  percent 

_  endpoint  dilution  of  Unknown 
~     reciprocal  of  50  percent 
em^xnnt  dUntioa  of  Standaid 

(7)  If  the  RP  of  the  Unknown  is  less 
than  0.50,  the  serial  being  tested  is  un- 
satisfactory. 

(8)  If  the  50  percent  endpoint  of  an 
Unknown  cannot  be  calculated  because 
the  lowest  dilution  does  not  exceed  50 
percent  protection,  that  serial  may  be 
retested  in  a  manner  identical  to  the 
initial  test;  Provided.  That,  if  the  Un^ 
known  is  not  retested  or  if  the  protec- 
tion provided  by  the  lowest  dilution  of 
the  Standard  exceeds  the  protection 
provided  by  the  lowest  dilution  of  the 
Unknown  by  six  mice  or  more;  or,  if 
the  total  number  of  mice  protected  by 
the  Standard  exceeds  the  total  number 
of  mice  protected  by  the  Unknown  by 
eight  mice  or  more,  the  serial  being 
tested  Is  unsatisfactory. 

(9)  If  the  50  percent  endpoint  of  an 
Unknown  in  a  valid  test  cannot  be  cal- 
culated because  the  highest  dilution 
exceeds  50  percent  protection,  the  Un- 
known is  satlsfiBkctory  without  addi- 
tional testing. 
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(10)  If  the  RP  is  less  than  the  min- 
imum required  in  paragraph  (c)(7)  of 
this  section,  the  serial  may  be  retested 
by  conducting  two  independent  rep- 
licate tests  in  a  manner  identical  to 
the  initial  test.  The  averagre  of  the  RP 
values  obtained  in  the  retests  shall  be 
determined.  If  the  average  RP  is  less 
than  the  required  minimum,  the  serial 
is  unsatisfactory.  If  the  average  RP  ob- 
tained in  the  retests  is  equal  to  or 
greater  than  the  required  minimum, 
the  following  shall  apply: 

(i)  If  the  RP  obtained  in  the  ori£rinal 
test  is  oue-tliird  or  less  tlian  the  aver- 
age RP  obtained  in  the  retests.  the  inl> 
tial  RP  may  be  considered  a  result  of 
test  system  error  and  the  serial  is  sat- 
isfactory. 

(11)  If  the  RP  valae  obtained  in  the 
original  test  is  more  than  one-third  the 
average  RP  obtained  in  the  retests,  a 
new  average  shall  be  determined  using 
the  RP  values  obtained  in  all  tests.  If 
the  new  average  Is  less  than  the  min- 
imum required  in  paragraph  (c)(7)  of 
this  section,  the  serial  is  unsatisfac- 
tory. 

[48  FR  25077.  June  9,  1978.  as  amended  at  48 

FR  31008.  July  6.  1983.  Redesignated  at  55  FR 
35562.  Aug.  31.  1990,  as  amended  at  56  FR 
66785.  Deo.  36, 1991] 

§113.123    Salmonella  Dublin  Bacterin. 

Salmonella  Dublin  Bacterin  shall  be 
prepared  from  a  culture  of  Salmonella 
dubUn  which  has  been  inactivated  and 

is  nontoxic.  Each  serial  of  biological 
product  containing:  Salmonella  dublin 
fraction  shall  meet  the  applicable  re- 
qoirements  in  9  CFR  118.100  cmd  shall 
be  tested  for  purity,  safety,  and  po- 
tency as  prescribed  in  this  section.  A 
serial  found  unsatisfactory  by  any  pre- 
scribed test  shaU  not  be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  viable  bacteria  and  fungi  as  pro- 
vided in  9  CFR  113.26. 

(b)  Safety  test.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  safety  as 
provided  in  9  CFR  113.33(b). 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  po- 
tency using  the  mouse  test  provided  in 
this  paragraph.  A  mouse  dose  shall  be 

of  the  least  dose  recommended  on 


the  label  for  other  animals  which  shall 
not  be  less  than  2  ml. 

(1)  The  ability  of  the  bacterin  being 
tested  (Unknown)  to  protect  mice  shall 

be  compared  with  a  Standard  Reference 
Bacterin  (Standard)  which  is  either 
supplied  by  or  acceptable  to  Veterinary 
Services. 

(2)  At  least  three  tenfold  dilutions 
shall  be  made  with  the  Standard  and 
the  same  tenfold  dilutions  shall  be 
made  for  each  Unknown.  The  dilations 
shall  be  made  in  Pfaosphate-BnfPered 
Saline. 

(3)  For  each  dilution  of  the  Standard 
and  each  dilution  of  an  Unknown,  a 

group  of  at  least  20  mice,  each  weigh- 
ing 16  to  22  grams,  shall  be  used.  Each 
mouse  in  a  group  shall  be  injected 
Intraperltoneally  with  one  mouse  dose 
of  the  appropriate  dilution.  Elach 
mouse  shall  be  revacclnated  on  day  14, 
using  the  sanie  schedule. 

(4)  Each  of  20  vaccinated  mice  per 
group  shall  be  challenged 
intraperltoneally  7  to  10  days  after  the 
second  vaccination  with  a  0.25  ml  dose 
containing  1,000-100,000  mouse  LDso  as 
determined  by  titration  of  a  suitable 
culture  of  Salmonella  dublin.  All  sur- 
vivors in  each  group  of  mice  shall  be 
recorded  14  days  postchallenge. 

(5)  Test  for  valid  assay:  At  least  two 
dilutions  of  the  Standard  shall  protect 
more  than  0  percent  and  two  dilutions 
shall  protect  less  than  100  percent  of 
the  mice  injected.  The  lowest  dilution 
of  the  Standard  shall  protect  more 
than  50  percent  of  the  mice.  The  high- 
est dilution  of  the  Standard  shall  pro- 
tect less  than  60  percent  of  the  mice. 

(6)  The  relative  potency  (RP)  of  the 
Unknown  is  determined  by  comparing 
the  50  percent  endpoint  dilution  (^high- 
est  bacterin  dilution  protecting  60  per- 
cent of  the  mice)  of  the  Unknown  with 
that  of  the  Standard  by  the  following 
formula: 

reciprocal  of  50  percent 
endpoint  dilution  of  Unknown 
~     reciprocal  of  50  percent 
endpoint  dilution  of  Standard 

(7)  If  the  RP  of  the  Unknown  is  less 
than  0.30,  the  serial  being  tested  is  un- 
satisfactory. 

(8)  If  the  50  percent  endpoint  of  an 
Unknown  cannot  be  calculated  because 
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the  lowest  dilution  does  not  exceed  50 
percent  protection,  that  serial  may  be 
retested  in  a  manner  identical  to  the 
initial  test;  Provided,  That,  if  the  Un- 
known is  not  retested  or  if  the  protec- 
tion provided  by  the  lowest  dilation  of 
the  Standard  exceeds  the  protection 
provided  by  the  lowest  dilution  of  the 
Unknown  by  six  mice  or  more;  or,  if 
the  total  number  of  mice  protected  by 
the  standard  exceeds  the  total  number 
of  mice  protected  by  the  Unknown  by 
eight  mice  or  more,  the  serial  being 
tested  is  unsatisfactory. 

(9)  If  the  50  percent  endpoint  of  an 
Unknown  in  a  valid  test  cannot  be  cal- 
culated because  the  highest  dilution 
exceeds  50  percent  protection,  the  Un- 
known is  satisfiMtory  without  addi- 
tional testing:. 

(10)  If  the  RP  is  less  than  the  min- 
imum reqiiired  in  paragraph  (c)(7)  of 
this  section,  the  serial  may  be  retested 
by  conducting  two  independent  rep- 
licate tests  in  a  manner  identical  to 
the  initial  test.  The  average  of  the  RP 
values  obtained  in  the  retests  shall  be 
determined.  If  the  averagre  RP  is  less 
than  the  requir  ed  minimum,  the  serial 
18  unsatisfactory.  If  the  average  RP  ob- 
tained in  the  retests  is  equal  to  or 
greater  than  the  required  minimum, 
the  following  shall  apply: 

(1)  If  the  RP  obtained  in  the  original 
test  is  one-third  or  less  than  the  aver- 
age RP  obtained  in  the  retests,  the  ini- 
tial RP  may  be  considered  a  result  of 
test  system  error  and  the  serial  is  sat- 
isfactory. 

(11)  If  the  RP  value  obtained  in  the 
original  test  is  more  than  one-third  the 
average  RP  obtained  in  the  retests.  a 
new  averaLTt  shall  be  determined  using 
the  RF'  values  obtained  in  all  tests.  If 
the  new  average  is  less  than  the  min- 
imum required  In  paragraph  (c)(7)  of 
this  section,  the  serial  is  unsatisfac- 
tory. 

[43  FR  25077.  June  9.  1978.  a.s  amended  at  48 
FR  31009.  July  6,  1983.  Redesignated  at  55  FR 
85G62.  Aug.  31,  1980,  as  amended  at  56  FR 
06785.  Deo.  as,  1981] 

Killed  Virus  Vaccines 

§113.200  Gsneval    requirements  for 
killed  vinu  vaeeines. 

When  prescribed  in  an  applicable 
Standard  Requirement  or  in  the  filed 


Outline  of  Production,  a  killed  virus 
vaccine  shall  meet  the  applicable  re- 
quirements in  this  section. 

(a)  Killing  Agent.  The  vaccine  virus 
shall  be  killed  (inactivated)  by  an  ap- 
propriate aerent.  The  procedure  In- 
volved may  be  referred  to  as  Inactlva- 
tion.  Suitable  tests  to  assure  complete 
inactivation  shall  be  written  into  the 
filed  Outline  of  Production. 

(b)  Cell  Culture  Requirements.  If  cell 
cultures  are  used  in  the  preparation  of 
the  vaccine,  primary  cells  shall  meet 
the  requirements  in  §113.61  and  oell 
lines  shall  meet  the  requirements  in 

§113.52. 

(c)  Purity  Tests — (1)  Bacteria  and 
fungi.  Final  container  samples  of  com- 
pleted product  from  each  serial  shall  be 
tested  as  prescribed  in  §  113.26. 

(2)  Avian  Origin  Vaccine.  Bulk  pooled 
material  or  final  container  samples 
from  each  serial  shall  also  be  tested 
for: 

(i)  Salmonella  contamination  as  pre- 
scribed in  1 113.90;  and 

(ii)  Lymphoid  leukosis  rirua  contami- 
nation as  prescribed  in  §113.31;  and 

(ill)  Hemagglutinating  viruses  as  pre- 
scribed in  $118.84. 

(3)  Mycoplasma.  If  the  licensee  cannot 
demonstrate  that  the  agent  used  to  kill 
the  vaccine  virus  would  also  kill  myco- 
plasma, each  serial  of  the  vaccine  shall 
be  tested  for  mycoplasma  as  prescribed 
in  §113.28,  prior  to  adding  the  killing 
agent.  Material  found  to  contain  myco- 
plasma is  unsatisfactory  for  use. 

(4)  Extraneous  viruses.  Each  lot  of 
Master  Seed  Virus  used  to  prepare 
killed  virus  vaccine  reconamended  for 
animals  other  than  poultry  shall  meet 
the  requirements  for  extraneous  vi- 
ruses as  prescribed  in  §113.55. 

(d)  Safety  Tests.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial shall  be  tested  for  safety  in  guinea 
pigs  as  prescribed  in  §113.38  and  for 
safety  in  mice  as  prescribed  in  §113.33: 
Provided,  That,  vaccines  reconuneaded 
for  use  only  in  poultry  are  exempt  from 
this  requirement. 

(e)  Viricidal  Activity  Test.  Only  serials 
tested  for  viricidal  activity  In  accord- 
ance with  the  test  provided  in  §113.35 
and  found  satisfactory  by  such  test 
shall  be  packaged  as  diluent  for  des- 
iccated fractions  in  combination  pacdr- 
ages. 
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(f)  Formaldehyde  content.  U  formalde- 
hyde is  used  as  the  killinsr  agent,  the 
residual  free  formaldehyde  content 
shall  not  exceed  the  equivalent  of  0.2 
percent  formaldeliyde  solution  (740 
parts  per  million  formaldehsrde). 

[39  FR  27428.  July  29.  1974.  as  amended  at  40 
FB  23988.  June  4.  1975;  43  FB  49528.  Oct.  24. 
1078.  Redesignated  at  66  FB  35662,  Ang.  31. 
1990] 

§118.901  Caoliije  Dietomper  Vaoebiie, 
Killed  Vlnifl. 

Canine  Distemper  Vaccine,  Killed 
Virus,  shall  be  prepared  from  virus- 
bearing  cell  culture  fluids.  Only  Master 
Seed  Virus  which  has  been  established 
as  pure,  safe,  and  immunogenic  shall  be 
used  for  vaccine  production.  All  serials 
of  vaccine  shall  be  prepared  from  the 
first  througrh  the  fifth  passage  tnm  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  general  requirements 
prescribed  in  §113.200. 

<b)  The  immunogenicity  of  vaccine 
prepared  from  the  Master  Seed  Virus  in 
accordance  with  the  Outline  of  Produc- 
tion shall  be  established.  Vaccine  used 
for  this  test  shall  be  at  the  highest  pas- 
sage from  the  Master  Seed  and  pre- 
pared at  the  minimum  preinactivation 
titer  specified  in  the  Outline  of  Produc- 
tion. 

(1)  Twenty-five  canine  distemper  sus- 
ceptible dogs  (20  vaccinates  and  5  con- 
trols) shall  be  used  as  test  animals. 
Blood  samples  drawn  firom  each  dog 
shall  be  individually  tested  for  neutral- 
izing antibody  against  canine  dis- 
temper to  determine  susceptibility.  A 
constant  vims-varying  serum  neutral- 
ization test  in  cell  culture  using  50  to 
300  TCID.0  of  virus  shall  be  used.  Dogs 
shall  be  considered  susceptible  if  there 
is  no  neutralization  at  a  1:2  final  serum 
dilution. 

(i)  The  20  dogs  used  as  vaccinates 
shall  be  injected  with  one  dose  of  vac- 
cine by  the  method  recommended  on 

the  label.  If  a  second  dose  is  rec- 
ommended, the  second  dose  shall  be  ad- 
ministered at  the  time  specified  on  the 
Ubel. 

(ii)  At  least  14  days  after  the  last  in- 
oculation, the  vaccinates  and  controls 
shall  each  be  challenged 
intracerebrally  with  canine  distemper 
virus  fiimished  or  approved  by  the  Ani- 


mal and  Plant  Health  Inspection  Serv- 
ice and  observed  each  day  for  21  days. 

(iii)  If  at  least  four  of  the  five  con- 
trols do  not  die  and  the  survivor,  if 
any,  does  not  show  clinical  signs  of  ca- 
nine  distemper,  the  test  is  inconclusive 
and  may  be  repeated. 

(iv)  If  at  least  19  of  the  20  vaccinated 
do  not  survive  without  Showing  clinical 
signs  of  canine  distemper  during  the 
observation  period,  the  Master  Seed 
Virus  is  unsatisfactory. 

(c)  Test  requirements  for  release.  Each 
serial  shall  meet  the  applicable  general 
requirements  prescribed  in  §  113.200  and 
the  special  requirements  for  safety  and 
potency  provided  in  this  section. 

(1)  Safety  test.  The  vaccinates  used  in 
the  potency  test  in  paragraph  (c)(2)  of 
this  section  shall  be  observed  each  day 
during  the  postvaccination  observation 
period.  If  imfavorable  reactions  occur 
which  are  attributable  to  the  vaccine, 
the  serial  is  unsatisfactory.  If  unfavor- 
able reactions'  occur  which  are  not  at- 
tributable to  the  vaccine,  the  test  is  in- 
conclusive and  may  be  repeated;  Pro- 
vided, That,  if  the  test  is  not  repeated, 
the  serial  is  unsatisfactory. 

(2)  Potency  test— serum  neutralization 
test.  Bulk  or  final  container  samples  of 
completed  product  shall  be  tested  for 
potency  using  five  susceptible  dogs 
(four  vaccinates  and  one  control)  as  the 
test  animals.  Blood  samples  drawn 
from  each  dog  shall  be  individually 
tested  for  neutralizing  antibody 
against  canine  distemper  virus  to  de- 
termine susceptibility. 

(i)  A  constant  virus-varying  .serum 
neutralization  test  in  tissue  culture 
using  60  to  30O  TOIDso  of  virus  shall  be 
used.  Dogs  shall  be  considered  suscep- 
tible if  there  is  no  neutralization  at  a 
1:2  final  serum  dilution. 

(ii)  VduxinatHm.  Each  of  the  four  vac- 
cinates shall  be  injected  as  rec- 
ommended on  the  label.  If  two  doses 
are  recommended,  the  second  dose 
shall  be  administered  at  the  time  spec- 
ified on  the  label.  The  dogs  shall  be  ob- 
served each  day  for  at  least  14  days 
after  the  last  inoculation. 

(Hi)  Serology.  At  the  end  of  the  post 
vaccination  observation  period,  a  sec- 
ond blood  sample  shall  be  obtained 
from  each  of  the  five  dogs  and  the  se- 
rums shall  be  individually  tested  for 
neutralising  antibody  against  canine 
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distemper  virus  In  the  same  maimer 

used  to  determine  susceptibility. 

(iv)  Interpretation  of  the  serum  neutral- 
ization test.  If  the  control  has  not  re- 
mained seronegative  at  1:2*  the  test  is 
Inconclusive  and  may  be  repeated.  If  at 
least  three  of  th*  four  vaccinates  in  a 
valid  test  have  nut  developed  titers 
based  upon  a  final  serum  dilution  of  at 
least  1:50  and  the  remaining  vaccinate 
has  not  developed  a  titer  of  at  least 
1:25,  the  serial  is  unsatisfactory  except 
as  provided  in  paragraphs  (oXSHv)  and 
(vi)  of  this  section. 

(v)  Fin/.s  challenge  test.  If  the  results 
of  a  valid  serum  neutralization  test  are 
unsatlsflEhctory,  the  vaccinates  and  the 
control  may  be  challenged 
intracerebrally  with  a  virulent  canine 
distemper  virus  furnished  or  approved 
by  the  Animal  and  Plant  Health  In- 
spection Service  and  each  animal  ob- 
served each  day  for  an  additional  21 
days. 

(vi)  Interpretation  of  the  vims  chal' 

lenge  test.  For  a  serial  to  be  satisfac- 
tory, all  vaccinates  must  remain  free 
from  clinical  signs  of  canine  distemper 
while  the  control  must  die  of  canine 

di.st  cmpcr.  If  t  he  cont  rol  does  not  dio  of 
canint'  distemper,  the  test  is  inconclu- 
sive and  may  be  repeated  except,  that 
if  any  of  tibe  vaccinates  show  signs  or 
dies  of  canine  distemper,  the  serial  is 
unsatisfactory. 

[GO  FR 14359.  Mar.  17. 1905] 

{113.202    Canine  Hepatitis  and  Canine 
Adenovirus  lype  2  Vaccnbie,  Killed 

Virus. 

Canine  Hepatitis  and  Canine 
Adenovirus  Type  2  Vaccine,  Killed 

Virus,  .shall  be  prepared  from  virus- 
bearing  cell  culture  fluids.  Only  Master 
Seed  Virus  which  has  been  established 
as  pure,  safe,  and  immunogenic  shall  be 
used  for  vaccine  production.  All  serials 
of  vaccine  shall  be  prepared  from  the 
first  through  the  fifth  passage  from  the 
Mast'  i  Seed  Virus. 

(a)  The  Master  Seed  \'ii'us  .shall  meet 
the  applicable  requirements  prescribed 
in  S  113.200. 

(b)  Bach  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity  by  one  or 
both  of  the  following  methods.  Vaccine 
used  for  thMO  tests  shall  be  at  tlie 
highest  passage  from  the  Master  Seed 


and  prt  pared  at  the  minimum 
prelnactivation  titer  specified  in  1^ 

Outline  of  Production. 

(1)  Immunogenicity  for  canine  hepatitis. 
Twenty-five  canine  hepatitis  suscei>- 
tible  dogs  shall  be  used  as  test  animals 
(30  vaccinates  and  5  controls).  Blood 
samples  shall  be  drawn  from  these  ani- 
mals and  individual  serum  samples 
tested.  The  dogs  shall  be  consideired 
susceptible  if  the  results  are  negative 
at  a  1:2  final  serum  dilution  in  a  vary- 
ing serum-constant  virus  neutraliza- 
tion test  using  50  to  800  TdD^  of  ca- 
nine adenovirus. 

fii  The  20  dogs  to  be  used  as  vac- 
cinates shall  be  injected  with  one  dose 
of  vaccine  and  the  remaining  five  dogs 
held  as  controls.  If  a  second  dose  is  rec- 
ommended.  the  second  dose  shall  be  ad- 
ministered at  the  time  specified  on  the 
label. 

(11)  Not  less  than  14  days  after  the 
last  inoi  uiation,  each  vaccinate  and 
control  shall  be  challenged  intra- 
venously with  virulent  infectious  ca- 
nine hepatitis  virus  furnished  or  ap- 
proved by  the  Animal  and  Plant  Health 
Inspection  Service  and  observed  each 
day  for  14  days. 

(ill)  If  at  least  four  of  the  five  con- 
trols do  not  show  severe  clinical  signs 
of  infectious  canine  hepatitis,  the  test 
is  inconclusive  and  may  be  repeated. 

(iv)  If  at  least  19  of  the  20  vaccinates 
do  not  survive  without  showing  clinical 
sitjns  of  infectious  canine  hepatitis  dur- 
ing the  ol)servation  period,  the  Master 
Seed  V'irus  is  unsatisfactory. 

(2)  Immunogenicity  for  amine 
adenovirus  type  2.  Thirty  canine 
adenovirus  type  2  susceptible  dogs 
shall  be  used  as  test  animals  (20  vac- 
cinates and  10  controls).  Blood  samples 
shall  be  drawn  from  these  animals  and 
individual  serum  samples  tested.  The 
dogs  shall  be  considered  susceptible  if 
the  results  are  negative  at  a  1:2  final 
serum  dilution  in  a  varying  serum-con- 
stant virus  neutralization  test  using  50 
to  300  TCIDso  of  canine  adenovirus. 

(1)  The  20  dogs  to  be  used  as  vao> 
cinates  shall  be  injectckl  with  one  dose 
of  vaccine  and  the  remain  in;.'-  10  dogs 
held  as  controls.  If  a  second  dose  is  rec- 
ommended, the  second  dose  shall  be  ad- 
niinistered  at  the  time  specified  on  the 
label. 
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(ii)  Not  less  than  14  days  after  the 
last  inoculation,  the  vaccinates  and 
tbe  controls  shall  be  dialleiiged  by  ex- 
posure to  a  nebulized  aerosol  of  viru- 
lent canine  adenovirus  type  2  furnished 
or  approved  by  the  Animal  and  Plant 
Health  Inspeotton  Service  and  observed 
each  day  for  14  days  postbhallenge.  The 
rectal  temperature  of  each  animal 
shall  be  taken  and  the  presence  of  res- 
piratory or  other  clinical  signs  of  ca- 
nine adenovirus  type  2  noted  and  re- 
corded each  day. 

(iii)  If  at  least  6  of  10  controls  do  not 
show  clinical  signs  of  canine 
adenovlras  tarpe  2  infection  other  than 
fever,  the  test  is  inconclusive  and  may 
be  repeated. 

(iv)  If  a  signiiicanL  difference  in  clin- 
ical signs  in  a  valid  test  cannot  be 
demonstrated  between  vaccinates  and 
controls  using  a  scorint,'^  system  ap- 
proved by  the  Animal  and  Plant  Health 
Inspection  Service,  the  liaster  Seed 
Virus  is  unsatisfactory. 

(c)  Test  requirements  jor  release.  Each 
serial  shall  meet  the  applicable  general 
reqnlrements  prescribed  in  (118.200,  the 
QNKJial  requirements  for  safety  pro- 
vided in  this  section,  and  the  applica- 
ble potency  tests  provided  in  this  sec- 
tion. 

(1)  Safety  test.  The  vaccinates  used  in 
the  potency  test  in  paragraph  (c)(2) 
andyor  (.c)(3)  of  this  section  shall  be  ob- 
served each  day  during  the 
postvaccination  observation  period.  H 
unfavorable  reactions  occur  which  are 
attributable  to  the  vaccine,  the  serial 
is  unsatisfiEMStory.  If  nnfisivorable  reac- 
tions occur  which  are  not  attributable 
to  the  vaccine,  the  test  is  inconclusive 
and  may  be  repeated:  Provided,  That,  if 
not  repeated,  the  serial  is  unsatisfleto- 
tory. 

(2)  Potency  test  for  canine  hepatitis — 
seritm  neutralization  test.  Bulk  or  final 
ccmtalner  samples  of  completed  prod- 
net  shall  be  tested  for  potency  using  at 
least  five  susceptible  dogs  (four  vac- 
cinates and  one  control)  as  the  test 
animals.  Blood  samples  drawn  from 
each  dog  shall  be  individually  tested 
for  neutralizing  antibody  against  ca- 
nine Skdenovirus  to  determine  suscepti- 
bility. 

(i)  A  constant  virus-varsrinff  senun 

neutralization  test  in  tissue  culture 
using  50  to  300  TCIDso  of  virus  shall  be 
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used.  Dogs  shall  be  considered  suscep- 
tible if  there  is  no  neutralization  at  a 
1:2  final  serum  dilution. 

(ii)  Vetccindiion.  Bach  of  the  vac- 
cinates .shall  be  injected  as  rec- 
ommended on  the  label.  If  two  doses 
are  recommended,  the  second  dose 
shall  be  administered  at  the  time  spec- 
ified on  the  label.  The  dogs  shall  be  ob- 
served each  day  for  at  least  14  days 
after  the  last  Inoculation. 

(iii)  Serology.  At  the  end  of  the 
postvaccination  observation  period,  a 
second  blood  sample  shall  be  obtained 
from  each  of  the  dogs  and  the  serums 
shall  be  individually  tested  for  neutral- 
izing antibody  against  canine 
adenovirus  in  the  same  manner  used  to 
determine  susceptibility. 

(iv)  Interpretation  of  the  serum  neutral- 
ization test.  If  the  control(s)  has  not  re- 
mained seronegative  at  1:2,  the  test  is 
incondnsive  aiad  may  be  repeated.  If  at 
least  75  percent  of  the  vaccinates  in  a 
valid  test  have  not  developed  titers 
based  upon  final  serum  dilution  of  at 
least  1:10  and  the  remaining  vac- 
cinate(B)  has  Hot  developed  a  titer  of  at 
least  r.2,  the  serial  is  unsatisfactory 
except  as  provided  in  paragraphs 
(c)(2)(v)  and  (vi)  of  this  section. 

(v)  Virus  challenge  test.  If  the  results 
of  a  valid  serum  neutralisation  test  are 
unsatisfactory,  the  vaccinates  and  the 
controKs)  may  be  challenged  intra- 
venously with  a  virulent  canine  hepa- 
titis virus  furnished  or  approved  by  the 
Animal  and  Plant  Health  Inspection 
Service  and  each  animal  observed  each 
day  for  an  additional  14  days. 

(vi)  Interpretation  of  the  virus  chal- 
lenge test.  For  a  serial  to  be  satisfac- 
tory, all  vaccinates  must  remain  free 
of  clinical  signs  of  canine  hepatitis 
while  the  control(s)  must  show  severe 
clinical  signs  of  canine  hepatitis.  If  the 

controKs)  does  not  show  severe  clinical 
signs  of  canine  hepatitis,  the  test  is  in- 
conclusive and  may  be  repeated:  Pro- 
vided, That,  if  any  of  the  vaccinates 
show  signs  or  die  of  canine  hepatitis, 
the  serial  is  unsatisfactory. 

(3)  Potency  test  for  canine  adenovirus 
type  2.  Bulk  or  final  container  samples 
of  completed  product  shall  be  tested 
for  potency  using  eight  susceptible 
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dogs  (five  vaccinates  and  three  con- 
trols) as  the  test  animals.  Blood  sam- 
ples drawn  from  each  dog  shall  be  indi- 
vidually tested  for  neutralizing  anti- 
body against  canine  adenovirus  to  de- 
termine Bosoeptiblllty. 

(i)  A  constant  virus-varying  serum 
neutralization  test  in  tissue  culture 
using  50  to  300  TCIDso  of  virus  shall  be 
used.  Dogs  shall  be  considered  suscep- 
tible if  there  is  no  neutralization  at  a 
1:2  final  serum  dilution. 

(11)  Vax:cination.  Each  of  the  five  vac- 
cinates shall  be  injected  as  rec- 
ommended on  the  la))el.  If  two  doses 
are  recommended,  the  second  dose 
shall  be  administered  at  the  time  spec- 
ified on  the  label.  The  dogs  shall  be  ob- 
served each  day  for  at  least  14  dasrs 
after  the  last  inoculation. 

(ill)  Not  less  than  14  days  after  the 
last  Inoculation,  the  vaccinates  and 
the  controls  shall  be  challenijed  by  ex- 
];>osure  to  a  nebulized  aerosol  of  viru- 
lent canine  adenoyiras  type  2  ftimished 
or  approved  by  the  Animal  and  Plant 
Health  Inspection  Service  and  observed 
each  day  for  14  days  postchallenge.  The 
rectal  temperature  of  each  animal 

shall  be  taken  and  the  presence  of  res- 
piratory or  other  clinical  signs  of  ca- 
nine adenovirus  tyjpe  2  noted  and  re- 
corded each  day. 

(iv)  It  at  least  two  of  three  controls 
do  not  show  clinical  signs  of  canine 
adenovirus  type  2  other  than  fever,  the 
test  is  inconclusive  and  may  be  re- 
peated. 

(V)  If  a  significant  difference  in  clin- 
ical signs  cannot  be  demonstrated  be- 
tween vaccinates  and  controls  nsingr  a 
scoring:  system  approved  by  the  Animal 
and  Plant  Health  Inspection  Service 
and  prescribed  in  the  Outline  of  Pro- 
duction, the  serial  is  onsatisflEictory. 

[00  PR  14369.  Mar.  17, 19951 

§113.203  Feline   Panleukopenia  Vac- 
cine,  Killed  Vinu. 

Feline  Panleukopenia  Vaccine,  Skilled 

Virus,  shall  be  prepared  from  virus- 
bearing  cell  culture  fluids.  Only  Master 
Seed  which  has  been  established  as 
pore,  safe,  and  immunogenic  shall  be 
used  for  preparing  seeds  for  vaccine 
production.  All  serials  of  vaccine  shall 
be  prepared  from  the  first  through  the 
fifth  passage  from  the  Master  Seed. 
The  Master  Seed  shall  meet  the  appli- 
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oaUe  requirements  prescribed  in 
§118.200.  Bach  serial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.200  and  the  special  re- 
quirements for  safety  and  potency  pro- 
vided in  this  section. 

(a)  Safety  test.  TTio  vaccinates  used  in 
the  potency  test  In  paragraph  (b)  of 
this  section  shall  be  observed  each  day 
during  the  postvacoination  observation 
period.  If  unfavorable  reactions  occur 
which  are  attributable  to  the  vaccine, 
the  serial  is  unsatisfactory.  If  unfavor- 
able reactions  occur  which  are  not  at- 
tributable to  the  vaccine,  the  test  is  in- 
conclusive and  may  be  repeated:  Pro- 
vided, That,  if  not  repeated,  the  serial 
is  unsatisfiBictory. 

(b)  Potency  test — serum-neutralization 
test.  Bulk  or  final  container  samples  of 
completed  product  shall  be  tested  for 
potency  using  five  susceptible  oats 
(four  vaccinates  and  one  control)  as  the 
test  animals.  Blood  samples  drawn 
from  each  cat  shall  be  individually 
tested  for  neutralizing  antibody 
against  feline  panleukopenia  virus  to 
determine  susceptibility. 

(1)  A  constant  virus-varying  serum 
neatrallsatlon  test  in  tissae  ooltare 
using  100  to  300  TCIDso  of  virus  shall  be 
used.  Cats  shall  be  considered  suscep- 
tible if  there  is  no  neutralization  at  a 
1:2  final  serum  dilution. 

(2)  Vaccination.  Elach  of  the  four  vac- 
cinates shall  be  injected  as  rec- 
ommended on  the  label.  If  two  doses 
are  recommended,  the  second  dose 
shall  be  given  7  to  10  days  after  the 
first  dose  and  the  cats  observed  each 
day  for  14  to  21  days. 

(8)  Serology.  At  tibe  end  of  the 
postvaccination  observation  period,  a 
second  blood  sample  shall  be  obtained 
from  each  of  the  five  cats  and  the  se- 
rums shall  be  individually  tested  for 
neutralizing  antibody  against  feline 
panleukopenia  virus  in  the  same  man- 
ner used  to  determine  susceptibility. 

(4)  JnterpretaUon  of  the  SN  test.  (1)  If 
the  control  has  not  remained  sero- 
negative at  1:2.  the  test  is  inconclusive 
and  may  be  repeated. 

<ii)  If  at  least  3  of  the  4  vaccinates  in 
a  valid  test  have  not  developed  titers 
based  upon  final  serum  dilution  of  at 
least  1:8.  and  the  remaining  vaccinate 
has  not  developed  a  titer  of  at  least  1:4, 
the  serial  is  unsatiBfactory  except  as 
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provided  in  paragraphs  (b)(6)  and  (6)  of 
tMs  section. 

(6>  Virui-chailenffe  test.  If  the  resttlts 
of  a  valid  SN  test  are  unsatisfactory, 
the  vaccinates  and  the  control  may  be 
challenged  witii  a  virulent  feline 
panleukopenlA  Tims  fkunifllied  by  Vet- 
erlnarsr  Services  and  each  animal  ob- 
served each  day  for  an  additional  14 
days. 

(6)  Interpretation  of  the  vims-chaUenge 
test.  If  the  control  does  not  show  clin- 
ical signs  of  feline  panleukopenla,  the 
test  is  inconclusive  and  may  be  re- 
peated except,  that  if  any  of  the  vac- 
cinates Show  such  signs,  the  serial  Is 
unsatisfactory.  Clinical  signs  of  feline 
panleukopenia  shall  include  a  pro- 
nounced leukopenia  wherein  the  white 
blood  cell  count  drops  to  4,000  or  less 
per  cubic  mm  or  the  white  cell  count 
drops  to  less  than  25  percent  of  the  nor- 
mal level  established  by  an  average  of 
three  or  more  ooonts  taken  prior  to 
challenge. 

[39  PR  27128,  July  29,  197  5  as  amended  at  40 
FR  759.  Jan.  3.  1975;  43  FR  41186.  Sopt.  15. 
1978;  43  FR  50162.  Oct.  27.  1978  ;  50  FK  23796. 
June  6.  1985.  Redesignated  at  55  FR  35562, 
Aug.  31,  IMO,  as  amended  at  56  FR  66786.  Dec. 
26.  1991] 

§113.204  Mink     Enteritis  Vaodne, 

Killed  Virus. 

Mink  Enteritis  Vaccine,  Killed  Virus, 
shall  be  prepared  from  vlras-bearing 
cell  culture  fluids  or  tissues  obtained 
from  mink  that  have  developed  mink 
enteritis  following  inoculation  with 
virulent  mink  enteritis  vims.  Bach  se- 
rial shall  meet  the  applicable  require- 
ments prescribed  in  §  113.200  and  special 
requirements  prescribed  in  this  sec- 
tion. Any  serial  found  nnsatisliAotory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(a)  Safety  test.  Vaccinates  used  in  the 
potency  test  in  paragrraph  (b)  of  this 
section  shall  be  observed  each  day 
prior  to  challenge.  If  unfavorable  reac- 
tions attributable  to  the  vaccine  occur, 
the  serial  Is  unsatisfoctory.  If  nnfavor- 
able  reactions  not  attributable  to  the 
vaccine  occur,  the  test  shall  be  de- 
clared inconclusive  and  may  be  re- 
peated: Protrided,  That,  if  the  test  is  not 
repeated,  the  serial  is  unsatisfactory. 

(b)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 


shall  be  tested  for  potency  using  10 
mink  enteritis  susceptible  mink  (five 
vaoolnates  abd  five  controls)  as  fol- 
lows: 

(1)  Vaccination.  Each  of  the  five  vac- 
cinates shall  be  injected  with  one  dose 
of  vaccine  as  reconmiended  on  the  label 
and  observed  each  day  for  14  days. 

(2)  Challenge.  At  least  2  weeks  after 
the  last  inoculation,  the  five  vac- 
cinates and  the  five  controls  shall  be 
challenged  with  virulent  mink  enter- 
itis virus  and  observed  each  day  for  12 
days.  Fecal  material  shall  be  collected 
on  one  day  between  days  4-8  (inclusive) 
postchallenge  &om  each  test  animal 
that  remains  ftee  of  enteric  signs  and 
tested  for  the  presence  of  mink  enter- 
itis virus  by  cell  culture  with  fluores- 
cent antibody  examination. 

(8)  Interpretation,  A  serial  is  satisfac- 
tory if  at  least  80  percent  of  the  vac- 
cinates remain  free  of  enteric  signs  and 
do  not  shed  virus  in  the  feces,  while  at 
least  80  peroekt  of  the  controls  develop 
clinical  signs  of  mink  enteritis  or  shed 
virus  in  the  feces.  If  at  least  80  percent 
of  the  vaccinates  remain  free  of  enteric 
signs  and  do  slot  Shed  vims  In  the  feces, 
while  less  than  80  percent  of  the  con- 
trols develop  clinical  signs  of  mink  en- 
teritis or  shed  virus  in  the  feces,  the 
test  is  considered  inconclusive  and  may 
be  repeated:  Provided,  That,  if  at  least 
80  percent  of  the  vaccinates  do  not  re- 
main well  and  tree  of  detectable  virus 
in  the  feces,  the  serial  is  unsatisfac- 
tory. 

I 

[99  FR  27428,  July  29, 1974.  Redeslgliated  at  55 

FR  35562.  Aup:.  31.  1990,  as  amended  at  56  FR 
66786.  Dec.  26.  1991;  60  FR  14361.  Mar.  17.  1995] 

§113^05  Newcastle  Disease  Vaoclii«» 

KiUed  Virus. 

Newcastle  Disease  Vaccine  (Killed 
Virus)  shall  be  prepared  from  virus- 
bearing  tissueii  or  fluids  obtained  fvom 
embryonated  chicken  eggs  or  cell  cul- 
tures. With  the  exception  of 
§113.200(c)(2)(iii),  each  serial  shall  meet 
the  applioabto  general  reqoirements 
prescribed  in  §113.200  and  special  re- 
quirements prescribed  in  this  section. 
A  serial  found  unsatisfactory  by  a  pre- 
scilbed  test  slUtll  not  be  released. 

(a)  Safety  test.  The  pireohallenge  part 
of  the  potency  test  in  paragraph  (b)  of 
this  section  shall  constitute  a  safety 


659 


I 


Digitized  by  Google 


1113.206 


9  CFR  Ch.  I  (1-1-03  EdHton) 


test.  If  unfavorable  reactions  attrib- 
utable to  the  product  occur  in  any  of 

the  vaccinates,  the  serial  is  unsatisfac- 
tory. If  unfavorable  reactions  which 
are  not  attributable  to  the  product 
occur,  the  test  shall  be  declared  incom- 
clusive  and  may  be  repeated:  Provided, 
That .  if  the  test  is  not  repeated,  the  se- 
rial shall  be  declared  unsatisfactory. 

(b>  Potency  test.  A  yacclnation-chal- 
lenge  test  shall  be  conducted  using  sus- 
ceptible chickens  2  to  6  weeks  of  age  at 
time  of  vaccination,  properly  identified 
and  obtained  firom  the  same  source  and 
hatch. 

n>  Ten  or  more  chickens  shall  be  vac- 
cinated as  recommended  on  the  label 
and  kept  Isolated  under  observation  for 
at  least  14  da3^. 

(2)  After  at  least  14  days  post-vac- 
cination, the  vaccinates  and  at  least  10 
unvaccinated  chickens  that  have  been 
keiit  isolated  as  controls  shall  be  chal- 
lenged with  a  virulent  strain  of  New- 
castle disease  virus  supplied  by  or  ap- 
proved by  Veterinary  Services  and  the 
vaccinates  observed  each  day  for  14 
days. 

(3)  If  at  Ipast  90  percent  of  the  con- 
trols do  not  show  typical  signs  of  New- 
castle disease  or  die.  the  test  is  Incon- 
clusive and  may  be  repeated.  If  at  least 
90  percent  of  the  vaccinates  do  not  re- 
main normal,  the  serial  is  unsatisfac- 
tory. 

[39  PR  27428,  July  29. 1974.  Redesignated  at  55 
FR  35562.  Aug.  31. 1990,  as  amended  at  56  FR 
66786,  Dec.  26. 1991] 

ftllSM  Wart Vaeoiiie»naied Vims. 

Wart  Vaccine,  Killed  Virus,  shall  be 
prepared  from  virus-bearing  epidermal 
tumors  (warts)  obtained  from  a  bovine. 
Bach  serial  shall  meet  the  require- 
ments prescribed  in  this  section  and 
any  serial  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(a)  Purity.  Final  container  samples  of 
completed  product  shall  meet  the  re- 
quirements for  purity  as  prescribed  in 
§113.200  (c)(1)  and  (3). 

(b)  Safety.  Bulk  or  final  container 
samples  of  comjdeted  product  shall 
meet  the  requirements  for  safely  as 
prescribed  in  §§  113.33(b)  and  113.38. 

(c)  Formaldehyde  content.  Bulk  or 
final  container  samples  of  comxAeted 
product  shall  meet  the  requirements 


for  formaldehyde  content  as  prescribed 

inill8.200(f). 

(d)  Potency  and  efficacy.  The  pfficacy 
of  wart  vaccine  has  been  demons! i  at ed 
to  the  satisfaction  of  Veterinary  iSaiv- 
ices  as  beingr  a  valuable  biological 
product.  The  inherent  nature  of  the 
product  precludes  the  possible  develop- 
ment of  serial  to  serial  potency  tests 
and  none  is  required:  Provided,  That, 

(1)  The  vaccine  shall  be  a  tissue  ex- 
tract representing  at  least  10  percent 
weight  to  volume  suspension  of  wart 
tissue;  and 

(2)  The  vaccine  shall  be  limited  to 
use  in  the  prevention  of  warts  in  cat- 
tle. Labeling  recommendations  shall  be 
in  accordance  with  |112.7(i). 

[40  PR  140M,  Mar.  28.  1975,  as  amended  at  40 

FR  23989.  June  4.  1975:  40  FR  30803,  July  23. 
1975.  Redesignated  at  55  FR  35562,  Aug.  31, 
1990,  as  amended  at  56  FR  66786,  Dec.  26,  1991] 

$113,207  En^halomyelitis  Vaccine, 
Eastern,  Western,  and  Venezuelan, 
Killed  VIma. 

Elncephalomyelitis  Vaccine,  EasteiB, 
Western,  and  Venezuelan.  Killed  Virus, 
shall  be  prepared  from  virus-bearing 
cell  culture  fluids.  Slaoh  aerial  op  sab- 
serlal  shall  meet  the  requirements  pre- 
scribed in  this  section  and  the  general 
requirements  prescribed  in  §  113.200,  ex- 
cept those  in  f  113.200(d).  Any  serial  or 
subserial  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(a)  Safety  test.  Bulk  samples  of  com- 
pleted product  from  each  serial  shall  be 
tested  for  encephalomyelitis  vims  in- 
activation. 

(1)  Each  of  at  least  ten  6  to  12  hour 
old  chickens  diall  be  injected 
subcutaneously  with  0.5  ml  of  the  prod- 
uct and  the  chickens  observed  each  day 
for  10  days. 

(2)  If  unfavorable  reactions  attrib- 
utable to  the  product  occur  in  the 
chickens  during  the  observation  period, 
the  serial  is  unsatisfactory.  If  unfavor- 
able reactions  not  attributable  to  the 
product  occur,  the  test  is  inconclusive 
and  may  be  repeated:  Provided,  That,  if 
the  test  is  not  repeated,  the  serial  is 
unsatisfactory. 

(b)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for  jpo- 
tency  in  aooordance  with  the  two-atase 
test  provided  in  this  paragraph.  For 
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each  fraction  contained  in  the  prod- 
uct— Eastern  type,  Western  type,  or 
Venezuelan  type—the  serological  inter- 
pretations required  in  this  test  shall  be 
made  independently.  A  serial  or  sub- 
serial  found  unsatisfactory  for  any  of 
the  fractions  shall  not  he  released. 

(1)  For  this  test,  a  groinea  pig  dose 
shall  bp  one-half  the  amount  rec- 
ommended on  the  label  for  a  horse  and 
shall  be  administered  as  recommended 
for  a  horse.  Bach  of  10  healthy  guinea 
pips  (vaccinates)  shall  be  injected  with 
two  guinea  pi^  doses  with  an  interval 
of  14  to  21  days  between  doses.  Two  ad- 
ditional guinea  pigs  ftom  the  same 
source  shall  be  held  as  controls. 

(2)  Fourteen  to  21  days  after  the  sec- 
ond injection,  serum  samples  from 
each  yaooinate  and  each  control  shall 
be  tested  by  a  plaque  reduction,  serum 
neutralization  test  using  Vero  76  cells. 

(3)  If  the  control  serum  samples  show 
a  titer  of  1:4  or  greater  for  any  frac- 
tion, the  test  is  inconclusive  for  that 
fraction  and  may  be  repeated:  Provided. 
That,  if  four  or  more  of  the  vaccinate 
serum  samples  show  a  titer  of  less  than 
1:40  for  the  Elastem  tsrpe  fraction,  less 
than  1:40  for  the  Western  type  fraction, 
or  less  than  1:4  for  the  Venezuelan  type 
fraction,  the  serial  or  subserial  is  un- 
satlsflsctory  without  further  testing. 

(4)  If  two  or  three  of  the  vaccinate 
serum  samples  show  a  titer  of  less  than 
1:40  for  the  Eastern  type  fraction,  less 
than  1:40  for  the  Western  tsrpe  fraction, 
or  less  than  1:4  for  the  Venezuelan  type 
fraction,  the  second  stage  of  the  test 
may  be  used  for  the  relevant  frac- 
tion(s):  Provided,  That,  if  a  fraction  is 
found  acceptable  by  the  first  stage  of 
the  test,  the  second  stage  need  not  be 
conducted  for  that  fraction. 

(5)  If  the  second  stage  is  used  and 
four  or  more  of  the  vaccinate  serum 
samples  show  a  titer  of  less  than  1:40 
for  the  Baatem  type  fraction  or  the 
Western  type  ftuction,  or  less  than  1:4 
for  the  Venezuelan  type  fraction,  the 
serial  or  subserial  is  unsatisfactory. 

(6)  The  results  shall  be  evaluated  ac- 
cording to  the  following  table: 


Cumulative  Totals 


Failures  for 

FaHures  for 

acceptance 

reiecticm 

1 0 

t  or  less   

4  or  more. 

CuMuuTivE  Totals— Continued 


stage 

VsociMMs 

Failjres  for 
acceptance 

Failures  tor 
rejection 

2 

20   

3  or  less   

Do. 

[39  PR  44714.  Dec.  27.  1974,  as  amended  at  40 

PR  14081.  Mar.  28.  1975:  12  FR  45284.  Sept.  9. 
1977.  Redesignated  at  55  FR  35562,  Aug.  31. 
1990.  as  amended  at  66  PR  68786,  Dec.  36. 1991; 
61  FR  67930,  Dec.  26. 1996] 

S  118.908  Avian  EnoephalomyttUtia 
Vaccine,  mied  Vinu. 

Avian  Encephalomyelitis  Vaccine 
(Killed  Virus)  shall  be  prepared  from 
virus-bearing  tissues  or  iluids  obtained 
firom  embryonated  chicken  eggs.  Each 
serial  shall  meet  the  general  require- 
ments prescribed  in  §113.200  and  the  re- 
quirementii  prescribed  in  this  section. 
Any  serial  found  unaatiafiaetory-  by  a 
prescribed  test  shall  not  be  released. 

(a)  Safety  tests.  (1)  The  prechallenge 
part  of  the  potency  test  prescribed  in 
paragraph  (b)  of  this  section  shall  con- 
stitute  a  safety  test.  If  any  of  the  vac- 
cinates develop  clinical  signs  of  disease 
or  die  due  to  causes  attributable  to  the 
product,  the  serial  ia  unsatisfactory. 

(2)  An  inactlvation  test  for  viable 
avian  encephalomyelitis  (AE)  virus 
shall  be  conducted  on  each  serial.  The 
test  shall  be  conducted  using  suscep- 
tible chicken  embryos:  Provided,  That, 
if  a  non-embryo  adapted  virus  is  used 
for  vaccine  production,  the  test  shall 
be  conducted  in  susceptible  chickens. 

(i)  Chicken  Embryo  Test.  Each  of  15  or 
more  AE  susceptible  5  or  6  day  old  em- 
bryos shall  be  injected  in  the  yolk  sac 
with  0.2  ml  of  the  vaccine.  For  a  valid 
test,  at  least  80  percent  of  the  embryos 
shall  survive  for  48  hours  post-inocula- 
tion (PD.  Eleven  to  13  days  PI,  all  em- 
bryos surviving  the  48  hour  PI  period 
shall  be  examined  for  gross  lesions  of 
A£;  all  these  embryos  shall  be  normal 
or  the  serial  li^  unsatisfactory.  Oononr- 
renUy,  five  additional  embryos  from 
the  same  source  shall  be  injected  with 
live  AE  virus  of  the  production  strain 
to  serve  as  positive  controls.  At  least  4 
of  the  5  embryos  shall  show  evidence  of 
AE  virus  infection  during  the  11  to  13 
day  PI  period  or  the  test  shall  be  con- 
sldmd  inconclusive  and  repeated:  Pro- 
vided, That,  if  the  test  is  not  repeated, 
the  serial  shall  be  declared  unsatisfac- 
tory. I 
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(ii)  Chicken  test.  Each  of  10  or  more 
AE  SQBceptlble  7  day  old  chickenB  shall 

be  injected  Intracerebrally  with  0.1  ml 
vaccine  each.  The  chickens  shall  be  ob- 
served each  day  for  28  days.  If  any 
Ghlckens  show  clinical  slfirns  of  AE,  the 
snial  is  unsatisfactory.  Concurrently, 
5  additional  chickens  from  the  same 
source  shall  be  injected  intracerebrally 
with  live  AB  viras  of  the  prodnction 
strain  to  serve  as  positive  controls.  At 
least  4  of  the  5  controls  shall  show  evi- 
dence of  AE  virus  infection  during  the 
oheervatlon  period  or  the  test  shall  be 
Inconclusive  and  may  be  repeated:  Pro- 
vided. TThat,  if  the  test  is  not  repeated, 
the  serial  shall  be  unsatisfactory. 

(b)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  prodact 
Urom  each  serial  or  one  subserial  shall 
be  tested.  Ten  or  more  AE-susceptible 
chickens  (vaccinates),  4  weeks  or  older, 
properly  Identified  and  obtained  from 
the  same  source  and  hatch,  .shall  be  in- 
jected as  recommended  on  the  label.  At 
least  10  additional  AE-susceptible 
chickens,  properly  identified  and  ob- 
tained from  the  same  source  and  hatch 
shall  be  kept  in  isolation  as  controls. 

(1)  At  least  28  days  post-injection, 
the  vaccinatos  and  the  controls  shall 
be  challenged  intramuscularly  with  a 
virulent  AE  virus  and  the  chickens  ob- 
served each  day  for  21  days. 

(2)  If  at  least  80  percent  of  the  con- 
trols do  not  show  clinical  signs  of  or 
die  from  AK  infection,  the  test  is  in- 
conclusive and  may  be  repeated. 

(3)  If  at  least  80  percent  of  the  vac- 
cinates do  not  remain  normal,  the  se- 
rial is  onsatisfBCtory. 

[39  FR  12958,  Dec.  27.  1974,  as  amended  at  40 
PR  41088.  Sept.  5,  1975.  Bedeslgiiated  at  55  FR 
35562.  Aug.  31.  1990,  as  amended  at  66  FR 
66786.  Dec.  26. 1991] 

9 113.209   Rabies  Vaccine,  Killed  Virus. 

Rabies  Vaccine  (.Killed  Virusj  shall 
be  prepared  firom  vims-bearinfir  cell  cul- 
tures or  nerve  tissues  obtained  from 
animals  that  have  developed  rabies  in- 
fection following  injection  with  rabies 
vims.  Only  Master  Seed  Vims  which 
has  been  established  as  pure,  safe,  and 
Immunoprenic  .shall  be  used  for  pre- 
paring the  production  seed  virus  for 
vaodne  production.  All  serials  of  vac- 
cine Shall  be  prepared  from  the  first 


through  the  fifth  passage  from  the 
Master  Seed  Vims. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 
in  §113.200  and  the  requirements  pre- 
scribed in  this  section. 

(1)  Bach  lot  of  Master  Seed  Vlros 
propagated  in  tissue  or  cells  of  avian 
origin  shall  also  be  tested  for  extra- 
neous pathogens  by  procedures  pre- 
scribed in  §  113.37. 

(2)  Each  lot  of  Master  Seed  Vims 
propagated  in  primary  cell  cultures  of 
mouse  or  hamster  origin  or  brain  ti.s- 
sues  of  mouse  origin  shall  be  tested  for 
lymphocytic  choriomeningitis  (LCM) 
virus  by  the  procedure  prescribed  in 
§113.42.  If  LCM  virus  is  detected,  the 
Master  Seed  Virus  is  unsatisfactory. 

(b)  The  immunogenicity  of  vaccine 
prepared  with  virus  at  the  highest  pas- 
sage from  the  Master  Seed  shall  be  es- 
tablished in  each  species  for  which  the 
vaccine  is  recommended.  Tests  shall  be 
conducted  in  accordance  with  a  pro- 
tocol filed  with  Animal  and  Plant 
^alth  Inspection  Service  before  initi- 
ation of  the  tests.  The  vaccine  shall  be 
prepared  using  methods  prescribed  in 
the  Outline  of  Production.  If  RiMes 
Vaccine  is  to  be  in  combination  with 
other  fractions,  the  product  to  be  test- 
ed shall  include  all  fractions  to  be  test- 
ed. 

(1)  The  prelnactlvatlon  vims  titer 
must  be  established  as  soon  as  possible 

after  harvest  by  at  least  five  separate 
virus  titrations.  A  mean  relative  po- 
tency value  of  the  vaccine  to  be  used  in 
the  host  animal  potency  test  must  be 
established  by  at  least  five  replicate 
potency  tests  conducted  in  accordance 
with  the  standard  NIH  test  for  potency 
In  chapter  87  of  "Laboratory  Tedh- 
niques  in  Rabies,"  Fourth  Edition 
(1996),  edited  by  FX.  Meslin,  M.M. 
Kaplan,  and  H.  Koprowski,  World 
Health  Organization,  Geneva,  Switzer- 
land aSBN  92  4 154479 1).  The  provisions 
of  chapter  37  of  "Laboratory  Tech- 
nirjues  in  Rabies."  Fourth  Edition 
(1996),  are  the  minimum  standards  for 
achieving  compliance  with  this  section 
and  are  incorporated  by  reference. 
These  provisions  state  that  the  chal- 
lenge virus  standard  to  be  used  as  the 
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cbaUenge  In  the  NIH  test  and  the  ref- 
erence vaccine  for  the  test  are  avail- 
able from  the  national  control  author- 
ity. In  the  United  States,  that  author- 
ity is  the  Animal  and  Plant  Health  In- 
spection Service's  Center  for  Veteri- 
nary Biologies  Laboratory,  located  at 
1800  Dayton  Avenue,  P.O.  Box  844, 
Ames,  lA  50010;  phone  (515)  23&-8331:  fax 
(515)  239-8673.  This  incorporation  by 
reference  was  approved  by  the  Director 
of  the  Federal  Register  in  accordance 
with  5  U.S.C.  662(a)  and  1  CFR  part  51. 
Copies  may  be  obtained  from  the  World 
Health  Organization  Publications  Cen- 
ter USA,  49  Sheridan  Avenue,  Albany, 
NT  12210.  Copies  may  be  inspected  at 
the  Animal  and  Plant  Health  Inspec- 
tion Service.  Center  for  Veterinary 
Biologies,  Licensing  and  Policy  Devel- 
opment, 4700  River  Road,  Riverdale, 
MD.  or  at  the  Office  nf  the  Federal 
Register.  800  North  Capitol  Street, 
NW.,  suite  700,  Washington,  DC. 

(2)  The  dose  of  vaccine  to  be  used  in 
the  immunogenicity  test  shall  be  no 
more  than  the  amount  which,  on  the 
basis  of  The  NIH  Test  For  Potency,  has 
been  diluted  to  the  proposed  minimum 
acceptable  potency  value.^ 

(3)  Test  animals  shall  be  uniform  and 
have  no  neutralizing  antibodies  to  ra- 
bies as  determined  by  serum-neutral- 
ization (SN)  tests. 

(i)  Twenty-five  or  more  animals  shall 
be  used  as  vaccinates.  Each  shall  be  ad- 
ministered a  dose  of  vaccine  at  the  pro- 
posed mlnlmnm  potency  level  and  by 
the  method  specified  in  the  Outline  of 
Production. 

(ii)  Ten  or  more  additional  animals 
shall  be  held  as  controls. 

(iii)  On  or  about  30.  90.  180.  270.  and 
365  days  postvaccination.  all  test  ani- 
mals shall  be  bled  and  individual  serum 
samples  tested  for  neutralisiner  anti- 
bodies to  rabies  virus. 

(Iv)  All  surviving  test  animals  shall 
be  challenged  intramuscularly  with 
virulent  rabies  virus  ftimlshed  or  ap- 
proved by  Animal  and  Plant  Health  In- 
spection Service  1  year  after  vaccina- 
tions, except  as  provided  in  (b)(4)  of 
this  section.  The  challenged  animals 
shall  be  observed  each  day  for  90  days 
as  preseribed  in  §  113.5(b).  The  brain  of 
each  te&l  animal  that  dies  following 
challenges  shall  be  examined  for  rabies 
by  the  fluorescent  antibody  test  or 


other  method  acceptable  to  Animal  and 
Plant  Health  Inspection  Service. 

(V)  Requirements  for  acceptance  in 
challenge  tests  shall  be  death  due  to 
rabies  in  at  least  80  percent  of  the  con- 
trols while  at  least  22  of  25  or  26  of  30 
or  a  statistically  equivalent  number  of 
the  vaccinates  remain  well  for  a  period 
of  90  days.  ' 

(4)  An  alternative  to  challenging  all 
surviving  test  animals  in  accordance 
with  paragraph  (b){3){iv)  of  this  section 
may  be  used  when  the  test  animals  are 
of  species  other  than  carnivores.  Vac- 
cinates shall  be  challenged  at  1  year 
postvaccination.  These  shall  include 
five  vaccinates  with  the  lowest  SN 
titers  at  the  270th-day  bleeding,  five 
vaccinates  with  the  lowest  SN  titers  at 
the  365th-day  bleeding,  and  all  vac- 
cinates with  SN  titers  below  1:10  by  the 
mouse  SN  test  or  below  1:16  by  the 
rapid-fluorescent-focus-inhibition  test 
at  any  bleeding.  At  least  five  SN-nega- 
tive  controls  of  each  species  shall  be 
challenged  at  the  same  time  as  the 
vaccinates.  All  SN  titers  shall  be 
titrated  to  an  endpoint.  AH  of  the  chal- 
lenged  vaccinates  must  remain  well  for 
a  period  of  90  days,  anrl  at  least  80  per- 
cent of  the  controls  must  die  of  rabies 
for  a  satisfactory  test  without  further 
challenge.  If  6ne  or  more  of  the  vac- 
cinates die  fttffn  rabies,  all  the  remain- 
ing vaccines,  regardless  of  titer,  along 
with  the  five  controls  shall  be  chal- 
lenged. The  cumulative  results  from 
the  two  challenges  shall  be  evaluated 
for  acceptance  as  specified  in  para- 
graph (b)(3)(v)  of  this  section. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
a  new  lot  of  Master  Seed  Virus  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(c)  If  more  than  1  year  duration  of 
Immunity  is  to  be  claimed,  a  duraUon 
of  immunity  test  for  the  additional 
time  shall  be  conducted  and  inter- 
preted as  prescribed  in  paragraph  (b)  of 
this  section  f6r  the  1  year  test.  The 
test  animals  shall  be  monitored  sero- 
logically at  least  every  180  days.  The 
time  of  challenge  may  be  adjusted  ac- 
cordingly. 

(d)  Test  requirements  for  release: 
Bach  serial  and  each  subseilal  shall 
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meet  the  general  requirements  pre- 
scribed in  §118.200  and  special  require- 
ments in  this  paraerraph. 

(1)  Purity  test.  Primary  cell  cultures 
of  hamster  origin  or  brain  tissues  of 
mouse  origin  used  in  vaccine  prodnc- 
tion  shall  be  tested  for  LCM  virus  as 
prescribed  in  §113.42.  Hamster  origin 
cells  shall  be  disrupted  and  undiluted 
cell  fluids  firom  each  lot  shall  be  tested. 
Where  mouse  brains  are  used  in  produc- 
tion, at  least  five  mice  which  have  not 
been  injected  with  rabies  virus  shall  be 
sacrificed  and  a  10  percent  smq^nsion 
of  brain  material  shall  be  prepared  and 
tested. 

(2)  Safety  tests.  Bulk  samples  from 
each  serial  shall  be  tested  for  viros  in- 

activation  and  safety  as  follows: 

Ci)  At  the  end  of  t  he  inact  ivation  pe- 
riod, each  of  20  12  to  16  gram  mice  shall 
be  injected  intraoerebrally  with  0.03  ml 
and  two  rabbits  Shall  be  Injectpd  into 
each  cerebral  hemisphere  with  0.25  ml 
and  observed  eacii  day  lor  21  days.  The 
brains  of  animals  dying  between  the 
fourth  and  21st  day  post-injection  shall 
be  checked  for  rabies  virus.  Material 
from  each  brain  recovered  shall  be  in- 
jected Into  each  of  fiye  mice  and  the 
mice  observed  each  day  for  14  days.  The 
fluorescent  antibody  test  or  serum  neu- 
tralization test  shall  be  used  to  con- 
firm tiie  presence  or  absence  or  live  ra^ 
bies  virus.  If  live  rabies  virus  is  con- 
firmed, the  serial  is  unsatisfactory  un- 
less reprocessed  in  accordance  with 
§114.18. 

(ii)  A  test  for  safety  in  three  young 
seronegative  animals  of  the  most  sus- 
ceptible species  for  which  the  vaccine 
is  recommended  shall  be  conducted. 
Each  shall  in  injected  intramuscularly 
with  one  recommended  dose  of  vaccine. 
If  unfavorable  reactions  attributable  to 
the  product  occur  during  a  28  day  ob- 
servation  period,  the  serial  is  unsatis- 
factory. 

(3)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  must  be  tested  for  po- 
tency by  tests  conducted  in  accordance 
with  the  standard  NIH  test  for  potency 
in  Chapter  87  of  "Laboratory  Tech- 
niques in  Rabies."  Fourth  Edition 
(1996).  which  is  incorporated  by  ref- 
erence at  paragraph  (b)(1)  of  this  sec- 
tion. The  relative  potency  of  each  se- 
rial must  be  at  least  equal  to  that  used 


in  an  approved  host  animal 
inmranogenidty  test. 

(39  FR  44715.  Dee.  27.  1974.  as  amended  at  42 

FR  67»4.  Feb  4.  1977:  43  FR  49528.  Oct.  24.  1978: 
50  FR  20090.  May  14.  1985.  Redesignated  at  55 
FR  8SS62.  Aug*.  81.  1890:  56  FR  86781,  88786, 
D(H-.  26.  1091:  61  FR  31823,  JuiM  21,  1896;  6«  FR 
45420,  Aug.  20,  1999J 

§113.210  Feline   CaUcivinie  VaoolM» 

Killed  Virus. 

Feline  Calicivirus  Vaccine,  Killed 
Virus,  shall  be  prepared  from  virus- 
bearing  cell  culture  fluids.  Only  Master 
Seed  which  has  been  established  as 
pure,  safe,  and  immunogenic  shall  be 
used  for  preparing  seeds  for  vaccine 
production.  All  serials  of  vaccine  shall 
be  prepared  ft-om  the  first  through  thB 
fifth  passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §113.200. 

(b)  The  Master  Seed  shall  be  tested 
for  chlamydial  agents  as  prescribed  in 
8118.48. 

(c)  The  immunogenicity  of  vaccine 
prepared  from  the  Master  Seed  in  ac- 
cordance with  the  Outline  of  Produc- 
tion ahall  be  established  by  a  method 
acceptable  to  Animal  and  Plant  Health 
Inspection  Service.  Vaccine  used  for 
this  test  shall  be  at  the  highest  passage 
from  the  Master  Seed  and  prepared  at 
the  minimum  preinactivation  titer 
specified  In  the  Outline  of  Production. 

(d)  Test  requirements  for  release.  E&ch 
serial  and  subserial  shall  meet  the  ap- 
pli  cable  grencral  requirements  pre- 
scribed in  §113.200  and  the  special  re- 
quirements provided  in  this  paragraph. 
Any  serial  or  subserial  found  unsatis- 
factory by  a  prescribed  test  shall  not 
be  released. 

(1)  Safety.  Vaccinates  used  in  the  po- 
tency test  in  paragraph  (d)(2)  of  this 
section  shall  be  observed  each  day  dur- 
ing the  prechallenge  period.  If  unfavor- 
able reactions  occur,  including  oral  le- 
sions, which  are  attributable  to  the 
vaccine,  the  serial  is  unsatisfactory.  If 
unfavorable  reactions  occur  which  are 
not  attributable  to  the  vaccine,  the 
test  is  inconclusive  and  may  be  re- 
peated. If  the  test  is  not  repeated,  the 
serial  is  unsatisfactory. 

(2)  Potency.  Bulk  or  final  container 
saniples  of  completed  product  shall  be 
treated  for  potency  as  follows: 
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(i)  Eight  iBline  callcivirus  susceptible 
cats  (five  vaccinates  and  three  con- 
trols) shall  be  used  as  test  animals. 
Throat  and  nasal  swabs  shall  be  col- 
lected from  each  cat  and  individually 
tested  on  susceptible  cell  cultures  for 
the  presence  of  feline  calici virus.  Blood 
samples  shall  be  drawn  and  individual 
serum  samples  tested  for  neutralizing 
antibody.  The  cats  shall  be  considered 
suitable  for  use  if  all  swabs  are  nega- 
tive for  virus  isolation  and  all  serums 
are  neerative  for  caliclyims  antibody  at 
the  1:2  final  dilution  in  a  50  percent 
plaque  reduction  test  or  other  test  of 
equal  sensitivity. 

(11)  The  five  cats  used  as  vaccinates 
shall  be  administered  one  dose  of  vac- 
cine by  the  method  recommended  on 
the  label.  If  two  doses  are  rec- 
ommended, the  second  dose  shall  be 
given  after  the  Interval  recommended 
on  the  label. 

(lii)  Fourteen  or  more  days  after  the 
final  dose  of  vaccine,  the  vaccinates 
and  controls  shall  each  be  challenged 
Intranasally  with  virulent  feline 
calicivirus  furnished  or  approved  by 
AnimA.1  and  Plant  Health  Dispectlon 
Service  and  observed  each  day  for  14 
days  postchallenge.  The  rectal  tem- 
I>erature  of  each  animal  shall  be  taken 
and  the  presence  or  absence  of  clinical 
signs*  particularly  lesions  on  the  oral 
muoosa,  noted  and  recorded  each  day. 

(Iv)  If  three  of  three  controls  do  not 
■hiow  dlnlcal  signs  of  feUne  oallolvlrufl 
infection  other  than  fever,  the  test  is 
inconclusive  and  may  be  repeated. 

(v)  If  a  significant  difference  In  clin- 
ical signs  cannot  be  demonstrated  be- 
tween vaccinates  and  controls  using  a 
scoring  system  approved  by  Animal 
and  Plant  Health  Insxvectiou  Service 
and  prescribed  in  the  Outline  of  Pro- 
dnctton,  the  serial  is  unsatisfactory. 

[SO  FR  433.  Jan.  4.  IWS.  Redesigiiated  at  55 

PR  as,s62.  Ana.  31.  1900.  aa  amanded  at  56  FR 

66784.  66786.  Dec.  26,  1991J 

i  113.211   Feline  Rbinotrachaitis  Vae- 
cine,  Killed  Virus. 

Feline  Rhino  tracheitis  Vaccine, 
Killed  Virus,  shall  be  prepared  from 

virus-bearing  cell  culture  fluids.  Only 
Master  Seed  which  has  been  estab- 
lished as  pure,  safe,  and  immunogenic 
shall  be  used  for  preparing  seeds  for 
vaccine  production.  All  serials  of  vac- 


cine shall  be  prepared  fmm  the  first 
throuprh  the  fifth  passage  from  the 

Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §113.200. 

(b)  The  Master  Seed  shall  be  tested 
for  chlamydial  agents  as  prescribed  in 
§113.43. 

(c)  The  inununogenicity  of  vaccine 

prepared  from  the  Master  Seed  in  ac- 
cordance with  the  Outline  of  Produc- 
tion shall  be  established  by  a  method 
acceptable  to  Animal  and  Plant  Health 
Inspection  Service.  Vaccine  used  for 
this  test  shall  be  at  the  highest  passage 
from  the  Master  Seed  and  prepared  at 
the  minimum  prelnactivation  titer 
specified  in  the  Outline  of  Production. 

(d)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.200  and  the  special  re- 
quirements provided  in  this  paragraph. 
Any  serial  or  subserial  found  unsatis- 
factory by  a  prescribed  test  shall  not 
be  released. 

(1)  Safety  test.  Vaccinates  used  in  the 
potency  test  in  paragraphs  (d)(2)  of  this 
section  shall  be  observed  each  day  dur- 
ing the  prechallenge  period.  If  unfavor- 
able reaotlonil  occur  which  are  attrlb- 
utable  to  the  vaccine,  the  serial  is  un- 
satisfactory. If  unfavorable  reactions 
occur  which  are  not  attributable  to  the 
vaccine,  the  test  Is  Inconclusive  and 
may  be  repeated.  If  the  test  is  not  re- 
peated, the  serial  Is  unsatisfactory. 

(2)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  potency  as  follows: 

(i)  Eight  feline  rhinotracheitis  sus- 
ceptible cats  (five  vaccinates  and  three 
controls)  shall  be  used  as  test  animals. 
Throat  and  nasal  swabs  shall  be  col- 
lected from  each  cat  and  individually 
tested  on  susceptible  cell  cultures  for 
the  presence  of  feline  rhinotracheitis 
yirus.  Blood  samxAes  shall  be  drawn 
and  individual  serum  samples  tested 
for  neutralizing  antibody.  The  cats 
shall  be  considered  suitable  for  use  if 
all  swabs  are 'negative  for  virus  isola- 
tion and  all  serums  are  negative  for 
rhinotracheitis  virus  antibody  at  the 
1:2  final  dilution  in  a  50  percent  plaque 
reduction  test  or  other  test  of  equal 
sensitivity. 
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(11)  The  five  oats  used  u  vaccinates 

shall  be  administered  one  dOBe  of  vac- 
cine by  the  method  recommended  on 
the  label.  If  two  doses  are  rec- 
ommended, the  second  dose  shall  be 
given  after  the  Interval  recommended 
on  the  label. 

(iii)  Fourteen  or  more  days  after  the 
final  dose  of  vaccine,  the  vaccinates 
and  controls  shall  each  be  challenared 
intranasally  with  virulent  feline 
rhinotracheitis  virus  furnished  or  ap- 
proved by  Animal  and  Plant  Health  In- 
spection Service  and  observed  each  day 
for  14  days  postchallenge.  The  rectal 
temperature  of  each  animal  shall  be 
taken  and  the  presence  or  absence  of 
clinical  signs  noted  and  recorded  each 
day. 

(iv)  If  three  of  three  controls  do  not 
show  clinical  signs  of  feline 
rhinotracheitis  vims  infection  other 
than  fever,  the  test  is  Inoonclosive  and 
may  be  repeated. 

(V)  If  a  significant  difference  in  clin- 
ical signs  cannot  be  demonstrated  be- 
tween vaccinates  and  controls  using  a 
scoring  system  approved  by  Animal 
and  Plant  Health  Inspection  Service 
and  prescribed  In  the  Outline  of  Pro- 
duction, the  serial  is  unsatisfactory. 

(80  PR  488.  Jan.  4.  1965.  Redesignated  at  56 

FR  35562.  Auff,  31.  1990.  as  amended  at  66  FR 
66784,  66786.  Dec.  26.  1991J 

1113.212  Bursal     Disease  Vaeeiiie, 

Killed  Virus. 

Bursal  Disease  Vaccine,  Killed  Virus, 
shall  be  prepared  fi'om  virus-bearing 
cell  culture  flaids  or  emtvyonated 
chicken  eggs.  Only  Master  Seed  which 
has  been  established  as  pure,  safe,  and 
immunogenic  shall  be  used  for  pre- 
paring* seeds  for  vaccine  production.  All 
serials  shall  be  prepared  from  the  first 
through  the  fifth  passage  from  the 
Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  requirements  prescribed  in 
§113.200. 

(b)  Each  lot  of  Master  Seed  shall  be 
tested  for  pathogens  by  the  chicken 
embryo  inoculation  test  prescribed  in 
§113.37.  except  that,  if  the  test  is  incon- 
clusive because  of  a  vaccine  virus  over- 
ride, the  chicken  inoculation  test  pre- 
scribed in  §  113.36  may  be  conducted  and 
the  virus  Judged  accordingly. 


(0)  The  Immunogenidty  of  vaodne 
prepared  in  accordance  with  the  Out- 
line of  Production  shall  be  established 
by  a  method  acceptable  to  Animal  and 
Plant  Health  Inspection  Service.  Vac- 
cine used  for  this  test  shall  be  at  the 
highest  passage  from  the  Master  Seed 
and  prepared  at  the  minimum 
prelnaotivation  titer  specllidd  in  iSbib 
Outline  of  Production.  The  test  shall 
establish  that  the  vaccine,  when  used 
as  recommended  on  the  label,  is  capa- 
ble of  inducing  an  immune  response  in 
dams  of  sufficient  magnitude  to  pro- 
vide significant  protection  to  offspring. 

(d)  Test  requirements  for  release.  Each 
serial  and  subserlal  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.200  and  the  special  re- 
quirements in  this  paragraph.  Any  se- 
rial or  subserlal  found  unsatisfactory 
by  a  prescribed  test  shaU  not  be  re- 
leased. 

(1)  Safety.  Vaccinates  used  in  the  po- 
tency test  in  paragraph  (d)(2)  of  this 
section  shall  be  observed  each  day  dur- 
ing the  prechallenge  period.  If  unfavor- 
able reactions  attributable  to  the  vac- 
cine occur,  the  serial  is  unsatisfactory. 
If  unfavorable  reaotiOBS  which  aire  not 
attributable  to  the  vaccine  occur,  the 
test  is  inconclusive  and  may  be  re- 
peated. If  the  test  is  not  repeated,  the 
serial  is  unsatisfactory. 

(2)  Potency.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  potency 
using  the  two-Stage  potency  test  pro- 
vided in  this  paragraph. 

(i)  Vaccinates.  Inject  each  of  21  sus- 
ceptible chickens  14  to  28  days  of  age, 
properly  identified  and  obtained  from 
the  same  source  and  hatch,  with  one 
dose  of  vaccine  by  the  route  rec- 
ommended on  the  label  and  observe  for 
at  least  21  days. 

(ii)  Controls.  Retain  at  least  10  addi- 
tional chickens  from  the  same  source 
and  hatch  as  unvaccinated  controls. 

(iii)  Challenge.  Twenty-one  to  28  days 
postvaccination.  challenge  20  vac- 
cinates and  10  controls  by  eyedrop  with 
a  virulent  infectious  bursal  disease 
virus  furnished  or  approved  by  Animal 
and  Plant  Health  Inspection  Service. 

(iv)  Postchallenge  period.  Four  days 
postchallenge,  necropsy  all  chickens 
and  examine  each  for  gross  lesions  of 
bursal  disease.  For  purposes  of  this 
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test,  gross  lesions  shall  include 
peribursal  edema  and; or  edema  and/ or 
xnacroBcopic  hemorrhage  in  the  bursal 

tissue.  Vaccinated  chickens  showing 
gross  lesions  shall  be  counted  as  fail- 
ures. If  at  least  80  percent  of  the  con- 


trols do  not  have  gross  lesions  of  bursal 
disease  in  a  stage  of  the  test,  that 
stage  is  considered  Inconclusive  and 

may  be  repeated.  In  a  valid  test,  the  re- 
sults shall  be  evaluated  according  to 
the  following  table: 


StiQ* 

Number 
dmlM 

Cumu- 
lative 
number 
of  vac- 
dnatM 

CunHitativ*  loM  numbar  of 
laiuwc  tof— 

Satistedcxy 

Unsatislac- 
tory  serial 

1   

20 
20 

20 
40 

3  or  less  

6  or  more. 
9  or  more. 

2   

(v)  If  four  or  five  vaccinates  show  le- 
sions of  bursal  disease  in  the  first 
stage,  the  second  stage  may  be  con- 
ducted In  a  manner  identical  to  the 
flrst  stage.  If  the  second  stage  is  not 
conducted,  the  serial  is  unsatisfactory. 

(vi)  If  the  second  stage  is  used,  each 
serial  shall  be  evaluated  according  to 
the  second  part  of  the  table  on  the 
basis  of  cumulative  results. 

[50  FR  434,  Jan.  4.  1985.  Redesignated  at  55 
FR  35562.  Aug.  31.  1990.  as  amended  at  56  FR 
08784.  66786,  Dec.  36. 1981] 

fi  113.213  Pseudorabies  Vaccine,  Killed 
Vhns. 

Pseudorabies  Vaccine,  Killed  Virus, 

shall  be  prepared  from  virus-bearing 
cell  culture  fluids.  Only  Master  Seed 
which  has  been  established  as  pure, 
safe,  and  immunogenic  shall  be  used 
for  preparing  seeds  for  vaccine  produc- 
tion. All  serials  of  vaccine  shall  be  pre- 
pared from  the  first  through  the  fifth 
passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §  113.200. 

(b)  The  immunogenidty  of  vaccine 
prepared  from  the  Master  Seed  in  ac- 
cordance with  the  Outline  of  Produc- 
tion shall  be  established  by  a  method 
acceptable  to  Animal  and  Plant  Health 
Inspection  Service.  Vaccine  used  for 
this  test  shall  be  at  the  highest  passage 
from  the  Master  Seed  and  at  the  min- 
imum preinactivation  titer  provided  in 
the  Outline  of  Production. 

(c)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.200  and  the  special  re- 
quirements provided  in  this  paragraph. 
Any  serial  or  subserial  found  unsatis- 


factory by  a  prescribed  test  shall  not 

be  released. 

(1)  Safety.  Vaccinates  used  in  the  po- 
tency test  in^  paragraph  (c)(2)  of  this 
section  shall  be  observed  each  day  dur- 
ing the  prechallenge  period.  If  unfavor- 
able reactions  occur,  including  neuro- 
logical signs,  which  are  attributable  to 
the  vaccine,  the  serial  is  unsatinftic- 
tory.  If  unfavorable  reactions  occur 
which  are  not  attributable  to  the  vac- 
cine, the  test  is  inconclusive  and  may 
be  repeated.  If  the  test  is  not  repeated, 
the  serial  is  unsatisfactory. 

(2)  Potency.  Bulk  or  final  container 
samples  of  completed  product  shall  be 
tested  for  potency  as  follows: 

(i)  Ten  pseudorabies  susceptible  pigs 
(five  vaccinates  and  five  controls)  shall 
be  used  as  test  animals.  The  animals 
shall  be  at  the  minimal  age  rec- 
ommended for  vaccination.  Blood  sam- 
ples shall  be  drawn  and  individual 
serum  samples  inactivated  and  tested 
for  neutralizing  antibody. 

(ii)  A  constant  virus- varying  serum 
neutralization  test  in  cell  culture  using 
50  to  300  TCIDso  of  virus  shall  be  used. 
Pigs  shall  be  ^considered  susceptible  if 
there  is  no  neutralization  at  1:2  Unal 
serum  dilution.  Other  tests  of  equal 
sensitivity  acceptable  to  Animal  and 
Plant  Health  Inspection  Service  may 
be  used. 

(ill)  The  five  pigs  used  as  vaccinates 
shall  be  administered  one  dose  of  vac- 
cine as  reconunended  on  the  label.  If 
two  doses  are  recommended,  the  second 
dose  shall  be  given  after  the  interval 
reconmiended  on  the  label. 

<lv)  Fourteen  days  or  more  after  vac- 
cination, blood  samples  shall  be  drawn 
and  individual  serum  samples  Inac- 
tivated and  tested  for  pseudorabies 
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viras  neutralizing  antibody  by  the 
method  used  to  detennine  snaoepti- 

bility. 

(V)  Test  interpretation.  If  the  controls 
have  not  remained  seronegative  at  1:2, 

the  test  is  inconclusive  and  may  be  re- 
peated. If  at  least  four  of  the  five  vac- 
cinates in  a  valid  teat  have  not  devel- 
oped titers  of  at  least  1:8,  and  the  re- 
maining vaccinate  has  not  developed  a 
titer  of  at  least  1:4.  the  serial  is  unsat- 
isfactory, except  as  provided  in  para- 
graph (c)(2)(vi)  of  this  section. 

(vl)  Virus  challenge  test.  If  the  results 
of  a  valid  serum  neutralization  test  are 
unsatisfactory,  the  vaccinates  and  con- 
trols may  be  challenged  with  virulent 
pseudorabies  virus  furnished  or  ap- 
proved by  Animal  and  Plant  Health  In- 
spection Service.  The  animals  shall  be 
observed  ea6h  day  for  14  days 
postchallenge.  If  four  of  five  controls 
do  not  develop  central  nervous  system 
signs  or  die,  the  test  is  inconclusive 
and  may  be  repeated.  In  a  valid  test.  If 
two  or  more  of  the  vaccinates  develop 
clinical  signs  or  die,  the  serial  is  unsat- 
isfactory. 

[50  FR  434,  Jan.  4.  1985.  Redesignated  at  55 
FR  35562.  Aug.  31,  1990,  M  amended  at  56  FR 
68784, 68786,  Dec.  26, 1881] 

§113.214  Parvovirys  Vaedne,  Killed 
Vinie  (Canine). 

Parvovirus  Vaccine.  Killed  Virus, 
recommended  for  use  in  dogs,  shall  be 
prepared  from  vlms-bearing  cell  onl- 
ture  fluids.  Only  Master  Seed  which 
has  been  established  as  pure,  safe,  and 
immunogenic  shall  be  used  for  vaccine 
production.  All  serials  of  vaodne  shall 
be  prepared  from  the  first  through  the 
fifth  passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §113.200. 

(b)  The  immunogenicity  of  vaccine 
prepared  in  accordance  with  the  Out- 
line of  Production  shall  be  established 
as  follows: 

(1)  Twenty-five  parvovirus  suscep- 
tible dogs  (.20  vaccinates  and  5  controls) 
shall  be  used  as  test  animals.  Blood 
samples  drawn  from  each  dog  shall  be 
individually  tested  for  neutralizing 
antibody  against  canine  parvovirus  to 
determine  susceptibility. 
A  constant  virus-varying  serum  neu- 
tralisation test  in  cell  culture  using  fiO 


to  900  TOS)9a  of  virus  shall  be  used. 
Dogs  shall  be  considered  susceptible  if 

there  is  no  neutralization  at  a  1:2  final 
serum  dilution.  Other  tests  of  equal 
sensitivity  acceptable  to  Animal  and 
Plant  Htsalth  Inspection  Service  auy 

be  used. 

(2)  A  viral  hemagglutination  test  or 
another  test  acceptable  to  Animal  and 
Plant  Health  Ihspeotion  Service  shall 
be  used  to  measure  the  antigenic  con- 
tent of  vaccine  produced  at  the  highest 
passage  from  the  Master  Seed  before 
the  Immunogenicity  test  is  conducted. 
The  20  dogs  used  as  vaccinates  shall  be 
injected  with  a  predetermined  dose  of 
vaccine  by  the  method  recommended 
on  the  label.  To  confirm  the  dosage  cal- 
culations, five  replicate  tests  shall  be 
conducted  on  a  sample  of  the  vaccine 
used.  If  two  doses  are  used,  five  rep- 
licate confirming  tests  shall  be  oon- 
ducted  on  each  dose. 

(3)  Fourteen  days  or  more  after  the 
final  dose  of  vaccine,  the  vaccinates 
and  the  controls  shall  be  challenged 
with  virulent  canine  parvovirus  fkuv 
nished  or  approved  by  Animal  and 
Plant  Health  Inspection  Service  and 
the  dogs  observed  each  day  for  14  days. 
Rectal  temperature,  blood  Isrmphooyte 
count,  and  feces  for  viral  detection 
shall  be  taken  from  each  dog  each  day 
for  at  least  10  days  postchallenge  and 
the  presence  or  ikbsence  of  clinical 
signs  noted  and  recorded  each  day. 

(i)  The  immunogenicity  of  the  vac- 
cine shall  be  evaluated  on  the  fol- 
lowing criteria  of  infection:  tempera- 
ture ^03.4  °  F;  lympthoprala  of  iSO  per- 
cent of  prechallenge  normal;  clinical 
signs  such  as  diarrhea,  mucus  in  feces, 
or  blood  in  feces;  and  viral 
hemagglutinins  at  a  level  of  ^:64  in  a 
1:5  dilution  of  feces  or  a  test  of  equal 
sensitivity.  If  at  least  80  percent  of  the 
controls  do  not  show  at  least  three  of 
the  four  criteria  of  Infection  during  the 
observation  period,  the  test  is  incon- 
clusive and  may  be  repeated. 

(ii)  II  at  least  19  of  the  20  vaccinates 
do  not  survive  the  obeervation  period 
without  showing  any  more  than  one 
criterion  of  infection  described  in  sub- 
paragraph (3)Ci),  of  this  section,  the 
Master  Seed  is  unsatlsfiactory. 

(4)  The  BCaster  Seed  shall  be  retested 
for  inmLunogenidty  in  3  years  unless 
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1186  of  the  lot  pi  eviooBly  tested  is  dis- 
continued. Only  five  susceptible  dogs 
(four  vaccinates  and  one  control)  need 
to  be  used  in  the  retest.  Susceptibility 
shall  be  detennlned  in  the  nuuiner  pro- 
vlded  in  paragraph  (bXD  of  this  sec- 
tion. 

(i)  £ach  vaccinate  shall  be  injected 
with  a  predetennined  quantity  of  vac- 

cine  virus  as  provided  in  paragraph 

(b)(2)  of  tliis  section. 

(ii)  Fourteen  to  21  days  after  the  last 
vaccination,  a  second  seram  sample 
shall  he  drawn  from  each  dog  and  test- 
ed for  neutralizing  antibody  to  canine 
parvovirus  in  the  same  manner  used  to 
determine  susceptibility. 

(iii)  If  the  control  has  not  remained 
seronegative  at  1:2.  the  test  is  incon- 
clusive and  may  be  repeated. 

(iv)  If  three  of  the  four  vaccinates  in 
a  valid  test  do  not  develop  titers  based 
upon  final  serum  dilution  of  at  least 
1:16,  and  the  remaining  vaccinate  does 
not  develop  a  titer  of  at  least  1:8,  the 
Biaster  Seed  is  unsatisfactory,  except 
ets  provided  in  subparagraph  (4Kv)  of 
this  section. 

(V)  If  the  results  of  a  valid  SN  test 
are  unsatisfactory,  the  vaccinates  and 
the  control  may  be  challenged  as  pro- 
vided in  paragraph  (b)(3)  of  this  sec- 
tion. If  at  least  three  of  the  four  cri- 
teria of  infection  are  not  shown,  the 
test  is  inconclusive  and  may  be  re- 
peated, except  that  if  any  of  the  vac- 
cinates show  more  than  one  criterion 
of  infection,  the  Master  Seed  is  unsat- 
isfactory. 

(5)  An  (3utline  of  Production  chaiitrc 
shall  be  made  before  autlioiiLy  loi  use 
of  a  new  lot  of  Master  Seed  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(c)  Test  requirements  for  release.  Each 
serial  and  subeerial  shall  meet  the  re- 
quirements prescribed  in  f  113.200  and 
in  this  parafrrapb  Any  serial  or  sub- 
serial  found  unsatisfactory  by  a  pre- 
scribed test  shall  not  be  released. 

(1)  Potcnn/.  Bulk  or  final  container 
samples  of  completed  product  shall  be 
tested  for  antigenic  content  using  the 
method  used  in  paragraph  (bK2)  of  this 
section.  To  be  eligible  for  release,  each 
serial  and  each  subserial  shall  have  an 
antigenic  content  sufficiently  greater 
than  that  used  in  the  immunogenicity 
test  to  assure  that,  when  tested  at  any 


time  within  the  expiration  period*  ea<di 
serial  and  subserial  shall  have  an  anti- 
genic content  equal  to  the  amount  used 
in  such  Immunogenicity  test. 

(2)  Virus  identity.  Bulk  or  final  con- 
tainer samples  shall  be  tested  for  virus 
identity  by  conducting  a 
hemagglutination  test  using  duplicate 
samples  and  pretreatlng  one  with  spe- 
cific canine  parvovirus  antibody.  If 
there  is  not  at  least  an  eightfold  reduc- 
tion in  hemagglutinating  activity,  the 
hemagglutination  is  considered  to  be 
nonspecific  and  the  serial  is  unsatisfac- 
tory. 

[50  FR  435.  Jan.  4.  1985.  Rpdct^it^nated  at  55 
FR  35562,  Aug.  31.  1990.  ati  amended  at  56  FR 
66784.  66786.  Dee.  26. 1991] 

§113^215   Bovine  Virus  Diarrhea  Vac- 
dne,  Killed  Yirus. 

Bovine  Virus  Diarrhea  Vaccine, 
Killed  Virus,  shall  be  prepared  from 
virus-bearing  cell  culture  fluids.  Only 
Master  Seed  vims  which  has  been  es- 
tablished as  pure,  safe,  and 
Immunogenic  shall  be  used  for  pre- 
paring seed  cultures  for  vaccine  pro- 
duction. All  serials  of  vaccine  shall  be 
prepared  firom  the  first  through  the 
fifth  passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  reciuirements  pre- 
scribed in  §118.200  and  the  require- 
ments of  this  section. 

(b)  The  immunogenicity  of  vaccine 
prepared  from  the  Master  Seed  in  ac- 
cordfimce  with  the  Outline  of  Produc- 
tion shall  be  established  V>y  a  method 
acceptable  to  the  Animal  and  Plant 
Health  Inspection  Service.  Vaccine 
used  for  this  test  shall  be  at  the  high- 
est passage  from  the  Master  Seed  and 
at  the  minimum  preinactivation  titer 
provided  in  the  Outline  of  Production. 

(c)  Test  reQutrements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable q-eneral  requirements  pre- 
scribed in  §113.200  and  the  special  re- 
quirements provided  in  this  paragraph. 
Any  serial  or  subserial  found  unsatis- 
factory by  a  prescribed  test  shall  not 
be  released. 

(1)  Safety.  Vaccinates  used  in  the  po- 
tency test  in  paragraph  (c)(2)  of  this 
section  shall  be  observed  each  day  dur- 
ing the  prechallenge  period.  If  unfavor- 
able reactions  occur,  including  res- 
piratory signs,  which  are  attributable 
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to  the  inusolne,  the  serial  is  uxuatlsfoo- 

tory.  If  unfavorable  reactlonB  occur 
which  are  not  attributable  to  the  vac- 
cine, the  test  is  inconclusive  and  may 
be  repeated  one  time.  If  results  of  the 
second  test  are  not  satisfactory,  or  if 
the  test  is  not  repeated,  the  serial  is 
unsatisfactory. 

(2)  Potency.  Bulk  or  final  container 
samples  of  completed  product  shall  be 
tested  for  potency  using  the  method 
described  in  this  paragraph. 

(i)  Eight  bovine  virus  diarrhea  sus- 
ceptible calves  (flire  vaccinates  and 
three  controls)  shall  be  used  as  test 
animals.  Individual  serum  samples 
shall  be  collected,  inactivated,  and  in- 
dividually tested  for  neutralizing  anti- 
body. 

(ii)  A  constant  virus  decreasing 
serum  neutralization  test  in  cell  cul- 
ture using  SO-800  TOID60  of  virus  shall 
be  used.  Calves  shall  be  considei  ed  sus- 
ceptible if  there  is  no  neutralization  at 
1:2  iinal  serum  dilution.  Other  tests  ol 
equal  sensitivity  approved  by  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice may  be  used. 

(iii)  The  five  calves  used  as  vac- 
cinates shall  be  administered  one  dose 
of  vaccine  as  recommended  on  the 
label.  If  two  doses  are  recommended, 
the  second  dose  shall  be  given  accord- 
ing to  the  interval  recommended  on 
the  label. 

(iv)  Fourteen  days  or  more  after  the 
last  vaccination,  blood  samples  shall 
be  drawn  and  the  individual  serum 
samples  inactivated  and  tested  for  bo- 
vine virus  diarrhea  virus  neutralizing 
antibody  by  the  same  method  used  to 
determine  susceptibility. 

(V)  Test  interpretation.  If  the  controls 
have  not  remained  seronegative  at  1:2. 
the  test  is  a  No  Test  (NT)  and  may  be 
repeated.  If  at  least  four  of  the  five 
vaccinates  in  a  valid  test  have  not  de- 
veloped 50  percent  endpoint  titers  of  1:8 
or  greater,  the  serial  is  unsatisfactory, 
except  as  provided  in  paragrai^ 
(c)(2)(vi)  of  this  section. 

(vi)  Virus  Challenge  Test.  If  the  results 
of  a  valid  serum  neutralization  test  are 
unsatlsfftctory.  the  vaccinates  and  con- 
trols may  be  challenged  with  virulent 
bovine  virus  diarrhea  virus  furnished 
or  approved  by  the  Animal  and  Plant 
Health  ^pection  Service.  The  animals 
shall  be  observed  for  14  days  post-chal- 


lenge. If  two  of  the  three  control  calves 
do  not  show  a  temperature  rise  to  104.5 

°F  and  develop  respiratory  or  clinical 
signs  of  bovine  virus  diarrhea,  the  test 
is  inconclusive  and  may  be  repeated 
one  time.  If  two  or  more  vaccinates 
show  a  temperature  of  104.0  F  for  2  or 
more  days  and  develop  respiratory  or 
clinical  or  other  signs,  the  serial  Is  un- 
satisfactory. 

(vli)  The  prevaccination  and 
postvaccination  sera  from  a  satisfac- 
tory potency  test  shall  be  submitted  to 
the  National  Veterinary  Services  Lab- 
oratories for  confirmatory  testing. 

[56  FR  3S582,  Aug.  31. 1990] 

S  118^16  Bovine  BblaoftnuslMitla  Vae- 

cine,  Killed  Virus. 

Infectious  Bovine  Rhinotracheitis 
Vaccine,  Killed  Virus,  shall  be  prepared 
from  virus-bearing  cell  culture  fluids. 
Only  Master  Seed  vims  which  has  been 

established  as  pure.  safe,  and 
immunogenic  shall  be  used  for  pre- 
paring seed  cultures  for  vaccine  pro- 
duction. All  serials  ci  vaccine  shall  be 
prepared  from  the  first  through  the 
fifth  passage  from  the  Master  Seed. 

(a>  The  Master  Seed  Shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §113.200  and  the  require- 
ments of  this  section. 

(b)  The  Immunogenldty  of  vaccine 
prepared  in  accordance  with  the  Out- 
line of  Production  shall  be  established 
by  a  method  acceptable  tu  the  Animal 
and  Plant  Health  Inspection  Servloe. 
Vaccine  used  for  this  test  shall  be  at 
the  highest  passage  from  the  Master 
Seed  and  at  the  minimum 
prelnaotlvatlon  titer  provided  in  the 
Outline  of  Production. 

(c)  Test  rcQuirements  for  release.  Each 
serial  and  subserial  shall  meet  the  re- 
quirements prescribed  in  (113.200  and 
the  special  requirements  provided  in 
this  paragraph.  Any  serial  or  subserial 
found  unsatisfactory  by  a  prescribed 
test  shall  not  be  released. 

(I)  Safety.  Vaccinates  used  in  the  po- 
tency test  in  paragraph  (c)(2)  of  this 
section  shall  be  observed  each  day  dur- 
ing the  prechallenge  period.  If  unfavor^ 
able  reactions  occur,  which  are  attrib- 
utable to  the  vaccine,  the  serial  is  un- 
satisfactory. If  unfavorable  reactions 
occur  which  are  not  attributable  to  the 
vaodne,  the  test  is  inconclusive  and 
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may  be  repeated  one  time.  If  the  re- 
sults of  the  second  test  are  not  satis- 
factory, or  if  the  test  is  not  repeated, 

the  serial  is  unsatisfactory. 

(2)  Potency.  Bulk  or  final  container 
samples  of  completed  product  shall  be 
tested  for  potency  nslng  the  method 
described  in  this  paragraph. 

(i)  Eight  infectious  bovine 
rhinotracheitis  susceptible  calves  (five 
vaccinates,  three  controls)  shall  be 
used  as  test  animals.  Individual  serum 
samples  shall  be  collected,  inactivated, 
and  individually  tested  for  neutralizing 
antibody. 

<ii)  A  constant  virus  decreasing 
serum  neutralization  test  in  cell  cul- 
ture using  50-300  TCID50  of  virus  shall 
be  used.  Calves  shall  be  considered  sus- 
ceptible if  there  is  no  neutralization  at 
1:2  final  serum  dilution.  Other  tests  of 
equal  sensitivity  acceptable  to  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice may  be  used. 

(iii)  The  five  calves  used  as  vac- 
cinates shall  be  administered  one  dose 
of  vaccine  as  recommended  on  the 
label.  If  two  doses  are  recommended, 
the  second  dose  shall  be  given  accord- 
ing to  the  interval  reconomended  on 
the  label. 

(iv)  Fourteen  or  more  dasrs  after  the 

last  vaccination,  blood  samples  shall 
be  drawn  and  the  individual  serum 
samples  inactivated  and  tested  for  in- 
fectioos  bovine  rhinotracheitis  vims 

neutralizing  antibody  by  the  same 
method  used  to  determine  suscepti- 
bility. 

(v)  Test  interpretation.  If  the  three 

controls  have  not  remained 
seronegative  at  1:2.  the  test  is  a  No 
Test  (NT)  and  may  be  repeated.  If  at 
least  four  of  the  five  vaccinates  in  a 
valid  test  have  not  developed  50  per- 
cent endpoint  titers  of  1:8,  the  serial  is 
unsatisfactory,  except  as  provided  in 
Vtmugmph  (oKSKvi)  of  this  section. 

(vi)  Virus  Challenge  Test.  If  the  results 
of  a  valid  serum  neutralization  test  are 
unsatisfactory,  the  vaccinates  and  con- 
trols may  be  <diallenged  with  virulent 
infectious  bovine  rhinotracheitis  virus 
furnished  or  approved  by  the  Animal 
and  Plant  Health  Inspection  Service. 
The  animals  shall  be  observed  each  day 
for  14  days  post-challenge.  If  two  of  the 
three  control  calves  do  not  show  a  tem- 
perature rise  to  104.5  °F  and  develop 


respiratory  or  other  clinical  signs  of 
infectious  bovine  rhinotracheitis.  the 
test  is  a  No  Test  (NT)  and  may  be  re- 
peated one  time.  If  more  than  one  of 
the  vaccinates  shows  a  temperature  of 
104.0°F  for  2  or  more  days  or  if  more 
than  one  of  the  vaccinates  develops 
respiratory  or  clinical  or  other  signs, 
the  serial  is  unsatisfactory. 

(vii)  The  prevaccination  and 
postvaccination  sera  from  a  satisfac- 
tory potency  test  shall  be  submitted  to 
the  National  Veterinary  Services  Lab- 
oratories for  testing  by  the  Animal  and 
Plant  Health  Lupection  Service. 

[55  PR  36663.  Aug.  31,  1990.  as  amended  at  86 
FR  66786.  Deo.  26. 1691] 

Live  Virus  Vaccines 

§  113.300  Greneral  requirements  for  live 
vims  vaccines. 

When  prescribed  in  an  applicable 
Standard  Requirement  or  in  the  filed 

Outline  of  Production,  a  live  virus  vac- 
cine shall  meet  the  applicable  require- 
ments in  this  section. 

(a)  Furity  tests.  (1)  Bacteria  and  fungi. 
Final  container  samples  of  completed 
product  and  comparable  samples  of 
each  lot  of  Master  Seed  Virus  shall  be 
tested  for  bacteria  and  fungi  in  accord- 
ance  with  the  test  provided  in  §113.27. 

(2)  Mycoplasma.  Final  container  sam- 
ples of  completed  product  and  com- 
parable samples  of  each  lot  of  Master 
Seed  Virus  shall  be  tested  for  myco- 
plasma in  accordance  with  the  test  pro- 
vided in  §113.28. 

(3)  Avian  Origin  Vacc^.  Samples  of 
each  lot  of  Master  Seed  Virus  and  bulk 
pooled  material  or  final  container  sam- 
ples from  each  serial  shall  also  be  test- 
ed for: 

(i)  Salmonella  contamination  as  pre- 
scribed in  §113.30:  and 

(ii)  Lymphoid  leukosis  virus  con- 
tamination as  prescribed  in  1118.31;  and 

(iii)  Hemagglutinating  viruses  as  pre- 
scribed in  §113.34. 

(4)  Extraneous  viruses.  Each  lot  of 
MastOT  Seed  Vims  used  to  prepare  live 

virus  vaccine  recommended  for  animals 
other  than  poultry  shall  meet  the  re- 
quirements for  extraneous  viruses  as 
prescribed  in  f  113.55 

Qty  Safety  tests.  Samples  of  each  lot  of 
Master  Seed  Virus  and  final  container 
samples  of  completed  product  from 
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each  serial  or  first  subseiial  of  live 
virus  vaccine  recommended  for  animals 
other  than  poultry  shall  be  tested  for 
safety  in  at  least  one  species  for  which 
the  vaccine  is  intended  using  methods 
prescribed  in  M113.89,  113.40.  118.41. 
113.44,  and  113.45  or  in  a  filed  Outline  of 
Production.  The  mouse  safety  test  pre- 
scribed in  §  113.33(a)  shall  also  be  con- 
ducted unless  the  vims  or  agent  in  the 
vaccine  is  Inherently  lethal  for  mice. 

(c)  Virus  identity  test.  At  least  one  of 
the  virus  identity  tests  provided  in  this 
paragraph  or  a  suitable  identity  teet 
prescribed  in  the  filed  Outline  of  Pro- 
duction shall  be  conducted  on  the  Mas- 
ter Seed  Virus  and  final  container  sam- 
ples from  each  serial  or  first  subserial 
of  biological  product. 

(1)  Fluorescent  antibody  (est.  The  fluo- 
rescent antibody  test  shall  be  con- 
ducted using  virus  inoculated  cells  and 
uninoculated  control  cells.  Cells  shall 
be  stained  with  fluorochrome  con- 
jugated specific  antiserum.  Fluores- 
cence typical  of  the  vims  concerned 
shall  be  demonstrated  in  the  inocu- 
lated cells.  The  control  cells  shall  re- 
main free  of  such  fluorescence. 

(2)  serum  neutroHgaUon  test.  The 
serum  neutralization  test  shall  be  con- 
ducted using  the  constant  serum-de- 
creasing virus  method  with  specific 
antiserum.  For  positive  identification, 
at  least  100  IDso  of  vaccine  virus  shall 
be  neutralized  by  the  antiserum. 

(d)  Cell  Culture  Requirements.  If  cell 
cultures  are  used  in  the  preparation  of 
Master  Seed  Virus  or  of  the  vaccine, 
primary  cells  shall  meet  the  require- 
ments prescribed  in  §113.51,  cell  lines 
shall  meet  the  requirements  prescribed 
in  §113.52,  and  ingredients  of  animal  or- 
igin shall  meet  the  applicable  require- 
ments in  §  113.53. 

(e)  Moisture  content.  The  maximum 
moisture  content  in  d^^siccated  vac- 
cines shall  be  stated  in  the  filed  Out- 
line of  F^roduction. 

[39  FR  27430,  July  29,  1974.  as  amended  at  43 
FB  40638.  Oct.  34.  1978:  50  FR  1042,  Jan.  9, 19BS; 
54  FR  19352,  May  5.  1989.  Redesignated  at  55 
FR  35562,  Aug.  31.  1990;  60  FR  24549.  May  9. 
1905] 

§  113.301    Ovine  Ecthyma  Vaccine. 

Ovine  Ecthyma  Vaccine  shall  be  pre- 
pared from  tissue  culture  fluids  or 
vims-beaiing  tissues  obtained  from 


sheep  that  have  developed  ovine 
ecthyma  following  inoculation  with 

vlmlent  ovine  ecthyma  virus.  Ovine 
Ecthyma  Vaccine  is  exempt  from  the 
requirements  prescribed  in  §§113.27  and 
118.900(a),  (b),  and  (c).  Each  serial  shall 
meet  the  moisture  requirements  In 
§  113.300(e)  and  the  special  requirements 
prescribed  in  this  section.  Any  serial 
found  unsattsfikotory  by  a  prescribed 
test  shall  not  be  released. 

(a)  Safety  tests.  U)  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  for 
safety  as  prescribed  in  §113.38. 

(2)  The  prechallenge  period  of  the  po- 
tency test  shall  constitute  a  safety 
test.  If  unfikvorable  reactions  attrib- 
utable to  the  vaccine  occur  in  either  of 
the  vaccinates  during  the  observation 
period,  the  serial  is  unsatisfactory. 

(b)  Potency  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial and  each  subserial  shall  be  tested 
for  potency  using  susceptible  lambs. 
The  vaccine  shall  be  prepared  as  rec- 
ommended for  use  on  the  label. 

(1)  Each  of  two  lambs  (vaccinates) 
shall  be  vaccinated  by  application  of 
the  vaccine  to  a  scarified  area  on  the 
medial  surface  of  the  thigh  and  ob- 
served each  day  for  14  days. 

(2)  The  immunity  of  the  two  vac- 
cinates and  one  or  more  unvaccinated 
lambs  (controls^  .shall  be  challenged  in 
the  same  manner  as  for  vaccination, 
using  the  opposite  thigh. 

(8)  If  typical  signs  of  ovine  ecthyma, 
such  as  hyperemia,  vesicles,  and 
pustules  do  not  develop  on  the  controls 
during  the  ftrst  2  weeks  following  chal- 
lenge and  persist  for  approximately  80 
days,  the  test  is  inconclusive  and  may 
be  repeated. 

(4)  If  the  vaccinates  do  not  show  a 
tsrpical  immune  reaction,  the  serial  is 
unsatisfactory:  Provided,  That,  an  ini- 
tial active  reaction  with  hyperemia 
which  resolves  progressively  and  dis- 
appears within  2  weeks,  may  be  charac- 
terized as  a  t3rpical  immune  reaction. 

[30  FR  27430.  July  29.  1974.  Redesig-nated  at  55 
FR  35562,  Aug.  31.  1990.  as  amended  at  56  FR 
eefTOe.  Deo.  26. 1991] 

§  113.302    Distemper  Vaccine — Mink. 

Distemper  Vaccine — ^Mink  shall  be 
prepared  ftom  vims-bearing  cell  cul- 
ture fluids.  Only  Iiiaster  Seed  Virus 
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wbldi  lias  been  established  as  pure, 
safe,  and  immunogenic  shall  be  used 
for  preparing  the  production  seed  virus 
for  vaccine  production.  All  serials  of 
vaooine  shall  be  prepared  from  the  flist 
through  the  fifth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 
in  §113.300  and  the  requirements  pre- 
scribed in  this  section. 

(b)  The  lot  of  Master  Seed  Virus  shall 
be  tested  for  extraneous  yimses  as  fol- 
lows: 

(1)  To  detect  virulent  canine  dis- 
temper virus,  each  of  two  distemper 
SQSceptlble  mink  or  ferrets  shall  be  in- 
oculated with  1  ml  of  the  Master  Seed 
Virus  and  observed  each  day  for  21 
days.  If  undesirable  reactions  occur  in 
either  test  animal,  the  lot  of  Master 
Seed  Virus  is  unsatisfactory. 

(2)  Master  Seed  Virus  propagated  in 
chicken  embryos  shall  be  tested  for 
pathogens  by  the  chicken  embryo  test 
prescribed  in  §113.87  except  lesions  typ- 
ical of  distemper  vims  may  be  dis- 
regarded. If  found  unsatisfactory,  the 
Master  Seed  Virus  shall  not  be  used. 

(c)  Bach  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity.  The  se- 
lected virus  dose  from  the  lot  of  Master 
Seed  Virus  shall  be  established  as  fol- 
lows: 

(1)  At  least  25  distemper  susceptible 
mink  shall  be  used  as  test  animals. 
Blood  samples  shall  be  drawn  from 
these  animals  and  individual  serum 
samples  tested.  The  mink  shall  be  con- 
sidered susceptible  if  the  results  are 
negative  at  a  1:2  final  serum  dilution  in 
a  varying"  serum-constant  virus  neu- 
tralization test  with  less  than  500  ID^,, 
of  canine  distemper  virus.  Other  means 
Of  insuring  susceptibility  may  be  used 
if  prior  approval  from  Animal  and 
Plant  Health  Inspection  Service  is  re- 
ceived. 

(2)  A  geometric  mean  titer  of  the 

dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted.  At 
least  20  mink  shall  be  vaccinated  with 
a  predetermined  quantity  of  vaccine 
virus  and  at  least  5  additional  mink 
shall  be  held. as  unvaocinated  controls. 
To  confirm  the  dosage  calculations. 


five  replicate  virus  titrations  shall  be 
conducted  on  a  sample  of  the  vac<^e 

virus  dilution  used. 

(3)  At  least  twenty-one  days  post-in- 
jection, the  immunity  of  each  of  the 

vaccinates  and  the  controls  shall  be 
challenged  with  the  same  size  dose  of 
virulent  distemper  virus  and  observed 
each  day  for  21  days. 

(i)  If  at  least  80  percent  of  the  con- 
trols do  not  die  or  show  severe  sig-ns  of 
distemper,  the  test  is  inconclusive  and 
may  be  repeated. 

(ii)  If  at  least  19  of  20.  27  of  30.  or  36 
of  40  of  the  vaccinates  do  not  survive 
without  showing  clinical  signs  of  dis- 
temper during  the  observation  period, 
the  Master  Seed  Virus  is  unsatisfac- 
tory. 

C4)  The  Master  Seed  Virus  shall  be  re- 
tested  for  inimunogenicity  in  3  years 

unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  five  vaccinates 
and  five  controls  need  to  be  used  in  the 
retest;  Provided,  That  five  of  the  five 
vaccinates  and  at  least  four  of  the  con- 
trols shall  meet  the  criteria  prescribed 
in  paragraph  (c)(3>  of  this  section. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  authorize4  by  Animal  and  Plant 
Health  Inspection  Service. 

(d)  Test  requirements  for  release: 
Each  serial  and  subserial  shall  meet 
the  general  requirements  prescribed  in 
§113.300  and  the  requirements  in  this 
paragraph.  Final  container  samples  of 
completed  product  shall  be  tested.  Any 
serial  or  subserial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(1)  Mink  safety  test.  Each  of  2  mink 
shall  be  vaccinated  with  the  equivalent 
of  10  doses  of  vaccine  rehydrated  with 
sterile  diluent  and  administered  in  the 
manner  recommended  on  the  label.  The 
mink  shall  be  observed  each  day  for  21 
days.  If  unfavorable  reactions  attrib- 
utable to  the  product  occur  in  either  of 
the  mink  during  the  observation  pe- 
riod, the  serial  or  subserial  is  unsatis- 
factory. If  unfavorable  reactions  which 
are  not  attributable  to  the  product 
occur,  the  test  shall  be  declared  incon- 
clusive and  may  be  repeated:  Provided, 
That  if  the  test  is  not  repeated,  the  se- 
rial or  subserial  shall  be  declared  un- 
satisfactory. 
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(2)  Potency  Test.  An  in  vitro  potency 
test  shall  be  condncted.  To  1k  eligible 
for  release,  each  serial  and  subserial 
shall  have  a  virus  titer  sufficiently 
greater  than  the  titer  of  vaccine  virus 
used  in  the  immunos^eiiicity  test  pre- 
scribed in  paragraph  (o  of  this  section 
to  assure  that,  when  tested  at  any  time 
within  the  expiration  period,  each  se- 
rial and  subserial  shall  have  a  virus 
titer  greater  than  that  used  in 

such  immunogenicity  test  when  tested 
by  the  method  used  in  paragraph  (c)(2) 
of  this  section. 

[40  FR  69000,  Nov.  14,  1075,  as  amended  at  48 

FR  33471.  July  22.  1983.  Redesignated  at  55  FR 
35562.  Aug.  31,  1990,  as  amended  at  56  FR 
60784, 06786,  Dec.  96, 1801] 

§  113.303    Bluetongue  Vaccine. 

Bluetongue  Vaccine  shall  be  prepared 
from  yiroa-bearing  cell  coltnre  flnids. 
Only  Master  Seed  which  has  been  es- 
tablished as  pure.  safe.  and 
immunogenic  shall  be  used  lor  pre- 
paringr  the  seeds  for  vaccine  produc- 
tion. All  serials  of  vaccine  shall  be  pre- 
pared from  the  first  through  the  tenth 
passage  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §113.300  and  the  require- 
ments in  this  section. 

(b)  Each  lot  of  Master  Seed  shall  be 
tested  for  transmissibility  and  rever- 
sion to  virulence  in  sheep  using  a 
method  acceptable  to  Animal  and 
Plant  Health  Inspection  Service.  If  re- 
version to  virulence  is  demonstrated, 
the  Master  Seed  is  unsatisfactory. 

(c)  Each  lot  of  Master  Seed  used  for 
vaccine  inrodnction  shall  be  tested  for 
immunogenicity.  The  selected  virus 
dose  from  the  lot  of  Master  Seed  shall 
be  established  as  follows: 

(1)  Twenty-five  lambs,  snsceptible  to 
the  bluetongue  virus  serotype  con- 
tained in  the  vaccine,  shall  be  used  as 
test  animals  (.20  vaccinates  and  5  con- 
trols). Blood  samikles  shall  be  drawn 
from  these  animals  and  individual  se- 
rums tested.  A  lamb  shall  be  consid- 
ered susceptible  if  there  is  no  neutral- 
isation at  a  1:2  final  senrni  dilation  in 
a  constant  virus  varying  serum  neu- 
tralization test  with  60  to  300  TCID.,,  of 
bluetongue  virus  or  another  method  ac- 
ceptable to  Animal  and  Plant  Health 
Inipeotlon  Service. 


(2)  A  geometric  mean  titer  of  the  vao- 

cine  produced  from  the  highest  passage 
from  the  Master  Seed  shall  be  estab- 
lished before  the  immunogenicity  test 
is  conducted.  The  20  lambs  to  be  used 
as  vaccinates  shall  be  administered  a 
predetermined  quantity  of  vaccine 
virus  by  the  method  recommended  on 
the  label.  To  confirm  the  virus  dosage 
administered,  five  replioate  virus  titra- 
tions  shall  be  conducted  on  a  sample  of 
the  vaccine  used. 

(3)  At  least  once  during  the  period  of 
14  to  18  days  poetvaocination,  indi- 
vidual serum  samples  shall  be  collected 
from  each  of  the  vaccinates  and  tested 
for  virus  neutralizing  antibody  using 
the  00  to  800  TdDso  of  Unetongne 
virus. 

(4)  Twenty-one  to  twenty-eight  days 
postvaccination  the  vaccinates  and  the 
controls  shall  each  be  challenged  with 
virulent  bluetongue  virus  and  observed 
for  14  days.  The  rectal  temperature  of 
each  animal  shall  be  taken  and  re- 
corded for  17  oonsecntive  6ajb  begin- 
ning 3  days  prechallenge.  The  presence 
or  absence  of  lesions  or  other  clinical 
signs  of  bluetongue  noted  and  recorded 
on  eaoh  of  14  oonoeoutive  dasra 
postchallenge. 

(i)  If  at  least  four  of  the  five  controls 
do  not  show  clinical  signs  of 
bluetongue  and  a  temperature  rise  of  8 
*  P  or  hiy^her  over  the  prechallenge 
mean  temperature,  the  test  shall  be 
considered  inconclusive  and  may  be  re- 
peated. 

(ii)  If  at  least  19  of  the  20  vaccinates 
tested  as  prescribed  in  paragraph  (c)(3) 
of  this  section  do  not  have  bluetongue 
neutralizing  antibody  titers  of  1:4  final 
serum  dilution  or  higher,  or  if  more 
than  one  of  the  vaccinates  shows  a 
temperature  rise  of  3  "  F  or  higher  than 
its  prechallenge  mean  temperature  for 
2  or  more  days,  or  if  more  than  one  of 
the  vaccinates  exhibits  clinical  signs  of 
bluetongue,  the  Master  Seed  is  unsatis- 
factory. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(6)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  prevlouBly  tested 
is  discontinued.  Only  five  vaooinates 
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and  five  controls  need  be  used  in  the 
retest:  Provided,  That  five  of  five  vac- 
cinates and  at  least  four  of  the  flye 
oontrols  shall  meet  the  criteria  pre- 
scribed in  parafiraphs  (cX4)  of  this  sec- 
tion. 

(d)  Test  requirements  for  release.  Each 
serial  and  sahserial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.300  and  the  require- 
ments in  this  paragraph.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested.  Any  serial  or  subserial 
found  unsatisfactory  by  a  prescribed 
test  shall  not  be  released. 

(1)  Safety  test.  The  mouse  safety  test 
prescribed  in  §  113.33(a)  and  the  lamb 
safety  test  prescribed  in  §113.45  shall  be 
conducted. 

(2)  Virus  titer  requirements.  Pinal  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(o)(2)  of  this  section.  To  he  eligible  for 
release,  each  serial  and  subserial  shall 
have  a  virus  titer  sufficiently  greater 
than  the  titer  of  vaccine  virus  used  in 
the  immnnogenicity  test  prescribed  in 
paragraph  (c)  of  this  section  to  assure 
that  when  tested  at  any  time  within 
the  expiration  period,  each  serial  and 
subserial  shall  haye  a  vims  titer  of  IQo-^ 

s^reater     than     that    Used    in  SUCh 

immunogenicity  test. 

[50  FR  23796.  June  6.  1985.  Redesignated  at  55 
FR  35562,  Aug.  31,  1990,  as  amended  at  56  FR 
687M,  MTO6.  Dec.  26, 1991] 

§113^04   Feline    Panleukopenia  Vac- 

Feline  Panleukopenia  Vaccine  shall 

be  prepared  from  virus-bearing  cell  cul- 
ture fluids.  Only  Master  Seed  Virus 
which  has  been  established  as  pure, 
safe,  and  immnnogenlc  shall  be  used 
for  preparing  the  production  seed  virus 
for  vaccine  production.  All  serials  of 
vaccine  shall  be  prepared  from  the  first 
through  the  fifth  passage  ttom  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
tiis  applicable  general  requirements 
prescribed  in  §113.300  and  the  require- 
ments prescribed  in  this  section. 

(b)  The  lot  of  Master  Seed  Virus  shall 
be  tested  for  other  agents  as  follows: 

(1)  To  detect  virulent  feline 
panleukopenia  virus  or  virulent  mink 
enteritis   virus,   each   of  two  feline 
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panleukopenia  susceptible  cats,  as  de- 
termined by  the  criteria  prescribed  in 
paragraph  (c)(1)  of  this  section,  diall  be 
injected  subcutaneously  with  the 
equivalent  of  one  cat  dose  each  and  the 
cats  observed  each  day  for  21  days.  If 
either  or  both  cats  show  signs  of  dis- 
ease or  reduced  white  blood  cell  counts 
below  50  percent  of  the  normal  level  es- 
tablished by  an  average  of  three  or 
more  counts  taken  prior  to  injection, 
the  Blaster  Seed  Vims  is  unsatisfiMs- 
tory. 

(2)  To  detect  chlamydial  agents,  the 
Master  Seed  Virus  shall  be  tested  as 
prescribed  in  §113.43. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity.  The  se- 
lected virus  dose  from  the  lot  of  Master 
Seed  Virus  shall  be  established  as  fol- 
lows: 

(1)  Twenty-five  feline  panleukopenia 

susceptible  cats  shall  be  used  as  test 
animals  (20  vaccinates  and  5  controls). 
Blood  samples  drawn  from  each  cat 
shall  be  individually  tested  for  neutral- 
ising antibody  against  feline 
panleukopenia  virus  to  determine  sus^ 
ceptibility. 

(1)  A  constant  virus-carrying  serum 
neutralisation  test  in  tissue  culture 
using  100  to  aOO  TOIDso  of  virus  shall  be 
used. 

(ii)  Cats  shall  be  considered  suscep- 
tible if  there  is  no  neutralization  at  a 
1:2  final  serum  dilution. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted.  The 
20  cats  used  as  vaccinates  shall  be  in- 
jected with  a  predetermined  quantity 
of  vaccine  virus  and  the  remaining  five 
cats  held  as  uninjected  controls.  To 
confirm  the  dosage  calculations,  five 
replicate  virus  titrations  shall  be  con- 
ducted on  a  sample  of  the  vaccine  virus 
dilution  used,  i 

(3)  Fourteen  days  post-injection,  the 
vaccinates  and  the  controls  shall  be 
challenged  with  virulent  ieline 
panleukopenia  virus  fnmished  by  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice and  the  ca^  observed  each  day  for 
14  days. 
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(i)  If  at  least  80  percent  of  the  con- 
trols do  not  show  clinical  signs  of  fe- 

line  panleukopenia  during  the  observa- 
tion period,  the  test  is  inconclusive  and 
may  be  repeated.  Clinical  signs  of  fe- 
line panleukopenla  shall  include  a  pro- 
nounced leukopenia  wherein  the  white 
cell  count  drops  to  4.000  or  less  per 
cubic  mm,  or  the  white  cell  count 
drops  to  less  than  25  percent  of  the  nor- 
mal level  eetaUlflhed  by  an  average  of 
three  or  more  counts  taken  prior  to 
challenge. 

(il)  If  at  least  19  of  the  20  vaccinates 
do  not  survive  the  ohservation  period 
without  showing  clinical  signs  of  feline 
panleukopenia  as  described  in  para- 
graph tcx3)(,i)  of  this  section,  the  Mas- 
ter Seed  Virus  is  unsatisfactory. 

(4)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Ten  susceptible  cats  (8 
vaccinates  and  2  controls)  shall  be  used 
in  the  retest.  Susceptibility  shall  be 
determined  in  the  manner  provided  in 
paragraph  (c)(1)  of  this  section. 

(i)  Bach  vaccinate  shall  be  injected 

with  a  predetermined  quantity  of  vac- 
cine virus  as  provided  in  paragraph 
(c)(2)  of  this  section. 

(il)  Fourteen  to  twenty-one  days 
postvaccination,  a  second  serum  sam- 
ple shall  be  drawn  from  each  cat  and 
tested  for  neutralizing  antibody  to  fe- 
line panleukopenia  virus  in  the  same 
manner  used  to  determine  suscepti- 
bility. 

(ill)  If  the  two  controls  have  not  re- 
mained seronegative  at  1:2,  the  test  is 
inconclusive  and  may  be  repeated. 

(iv)  If  at  least  6  of  the  8  vaccinates  in 
a  valid  test  do  not  develop  titers  based 
upon  final  serum  dilution  of  at  least 
1:8,  and  the  remaining  vaccinates  do 
not  develop  titers  of  at  least  1:4.  the 
Master  Seed  Virus  is  unsatisfactory  ex- 
cept as  provided  in  paragraph  (c)(4)(v) 
of  this  section. 

(V)  If  the  results  of  a  valid  SN  test 
are  unsatisfactory,  the  vaccinates  and 
the  controls  may  be  challenged  as  pro- 
vided in  para^rraph  (c)(3)  of  this  sec- 
tion. If  100  percent  of  the  controls  do 
not  show  clinical  signs  of  feline 
panleukopenia,  the  test  is  inconclusive 
and  may  be  repeated  except,  that,  if 
any  of  the  vaccinates  show  such  signs. 


the  Master  Seed  Virus  is  unsatisfac- 
tory. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  sliall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  7V.sf  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  re- 
quirements prescribed  in  §118.800  and 
in  this  paragraph.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed. Any  serial  or  subserial  found  unsat- 
isfactory by  a  prescribed  test  shall  not 
be  released. 

(1)  Safety  Test.  The  mouse  safety  test 
prescribed  in  §  113.33(a)  and  the  cat 
safety  test  prescribed  in  §118.89  shall  be 
conducted. 

(1)  Each  of  two  healthy  cats  shall  be 
injected  with  10  cat  doses  by  the  meth- 
od recommended  on  the  label  and  the 
cats  obser\  eil  each  day  for  14  days. 

(ii)  K  unfavorable  reactions  attrib- 
utable to  the  biological  product  occur 
during  the  observation  period,  the  se- 
rial is  unsatiafiactory.  If  unfavorable 
reactions  oocur  which  are  not  attrib- 
utable to  the  product,  the  test  shall  be 
declared  inooaolaBtve  and  repeated: 
Provided.  That,  if  not  repeated,  the  se- 
rial shall  be  unsatisfactory. 

(2)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(.0(2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  eeudh.  subserial 
shall  have  a  virus  titer  sufficiently 
greater  than  the  titer  of  vaccine  virus 
used  in  the  immunogenicity  test  pre- 
scribed in  paragraph  (c)  of  this  section 
to  assure  that  when  tested  at  any  time 
within  the  expiration  period,  each  se- 
rial and  subserial  shall  have  a  virus 
titer  of  lO^  ''  greater  than  that  used  in 
such  immunogenicity  test  but  not  less 
than  10    TCIDso  per  dose. 

[39  FR  44716.  Dec.  27.  1974.  as  amended  at  40 
FR  53378.  Nov.  18.  1975;  43  FR  25078.  June  9. 
1978:  43  FR  411M.  Sept.  16.  1978:  44  FR  88800. 
Oft.  12.  1979:  48  FR  33471,  July  22.  1983.  Redes- 
ig^nated  at  55  FR  35562._Aug.  31.  i990.  as 
amended  at  66  FR  66784,  08786,  Dec.  96, 1901] 

$113,305   Canine  Hepatitis  and  Canine 
Adeoovims  Tjrpe  2  Vaociiie. 

Canine  Hepatitis  Vaccine  and  Oaalae 
Adenovirus  Type  2  Vaodne  shall  be 
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prepared  from  vlrus-beariiig  cell  cul- 
ture fluids.  Only  Master  Seed  Virus 
which  has  been  established  as  pure, 
safe,  and  immunogenic  shall  be  used  in 
preparing  the  prodnctioii  seed  vims  for 
vaccine  production.  All  serials  shall  be 
prepared  from  the  first  through  the 
fifth  passage  from  the  Master  Seed 
Virus. 

(a)  The  Master  Seed  Virus  sliall  meet 
the  applicable  requirements  prescribed 
in  §113.300  except  that  the  dog  safety 
test  prescribed  in  §  113.40(a)  shall  be 
conducted  by  the  Intravenous  route. 

(b)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity  by  one  or 
both  of  the  following  methods: 

(1)  Immunogenici^  for  canine  hepaUtis, 
Twenty-five  canine  hepatitis  suscep- 
tible dogs  shall  be  used  as  test  animals 
(20  vaccinates  and  5  controls).  Blood 
samples  shall  be  drawn  firom  these  ani- 
mals and  individual  serum  samples 
tested.  The  dogs  shall  be  considered 
susceptible  if  the  results  are  negative 
at  a  1:2  final  serum  dilution  in  a  vary- 
ing serum-constant  virus  neutraliza- 
tion test  using  50  to  300  TCID50  of  ca- 
nine adenovirus. 

(i)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  befoi^e  the 
immunogenicity  test  is  conducted.  The 
20  dogs  to  be  used  as  vaccinates  shall 
be  Injected  with  a  predetermined  quan- 
tity of  vaccine  virus  and  the  remaining 
five  dogs  held  as  uninfected  controls. 
To  confirm  the  dosaere  calculations, 
five  replicate  virus  titrations  shall  be 
conducted  on  a  sample  Of  the  vaccine 
virus  dilution  used. 

<ii)  Not  less  than  14  days 
postinject ion.  the  vaccinates  and  the 
controls  shall  each  be  challenged  intra- 
venously with  virulent  infectious  ca- 
nine hepatitis  virus  fiimished  or  ap- 
proved by  the  Animal  and  Plant  Health 
Inspection  Service  and  observed  each 
day  for  14  days. 

(A)  If  at  least  four  of  the  five  con- 
trols do  not  show  severe  clinical  signs 
of  canine  hepatitis,  the  test  is  incon- 
clusive and  may  be  repeated. 

(B)  If  at  least  19  of  the  20  vaccinates 
do  not  survive  witdiout  showing  clinical 
signs  of  infectious  canine  hepatitis  dur- 


§113.305 

ing  the  observation  period*  the  Master 

Seed  Virus  is  unsatisfactory. 

(iii)  The  Master  Seed  Virus  shall  be 
retested  for  immunogenicity  for  canine 
hepatitis  in  8  years  unless  use  of  the 
lot  previously  tested  is  discontinued. 
Ten  susceptible  dogs  (8  vaccinates  and 
2  controls)  shall  be  used  in  the  retest. 
Susceptibility  shall  be  determined  in 
the  manner  provided  in  paragraph 
(b)(1)  of  this  section. 

(A)  Each  vaccinate  shall  be  injected 
with  a  predetermined  quantity  of  vac- 
cine virus  as  provided  in  paragraph 
(bXlKD  of  this  section. 

(B)  At  least  14  days  postvacci nation, 
a  second  serum  sample  shall  be  drawn 
from  each  dog  and  tested  for  neutral- 
izing antibody  to  canine  adenovirus  in 
the  same  manner  used  to  determine 
susceptibility. 

(C)  If  the  two  controls  have  not  re- 
mained seronegative  at  1:2,  the  test  is 
inconclusive  and  may  be  repeated. 

(D)  If  at  least  six  of  the  eight  vac- 
cinates in  a  valid  test  do  not  develop 
titers  of  at  least  1:10  based  upon  final 
serum  dilution,  the  Master  Seed  Virus 
is  unsatisfiBkctdry  except  as  provided  in 
paragraph  (b)(l)(iii)(E)  of  this  section. 

(E)  If  the  results  of  a  valid  serum 
neutralization  test  are  unsatisfactory, 
the  vaccinates  and  the  controls  may  be 
challenged  as  provided  in  paragraph 
(b)(l)(ii)  of  this  section.  A  Master  Seed 
is  satisfactory  if  all  vaccinates  remain 
free  of  clinical  signs  of  canine  hepa- 
titis, while  bbth  controls  develop  se- 
vere clinical  signs  of  canine  hepatitis. 
If  both  controls  do  not  show  severe 
clinical  signs  of  canine  hepatitis,  the 
test  is  inconclusive  and  may  be  re- 
peated: Provided,  That,  if  any  of  the 
vaccinates  show  such  signs,  tlie  Master 
Seed  Virus  is  unsatisfactory. 

(2)  Immunogenicity  for  canine 
adenovirus  Type  2.  Thirty  canine 
adenovirus  type  2  susceptible  dogs 
shall  be  used  as  test  animals  (20  vac- 
cinates and  10  controls).  Blood  samples 
Shall  be  drawil  from  these  animals  and 
individual  serum  samples  tested.  The 
dogs  shall  be  considered  susceptible  if 
the  results  are  negative  at  a  1:2  final 
serum  dilution  in  a  varying  serum-con- 
stant virus  neutralization  test  using  50 
to  300  TCIDso  0^  canine  adenovirus. 
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(i)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted.  The 
30  dogs  to  be  used  as  vaccinates  shall 
be  Injected  with  a  predetermined  quan- 
tity of  vaccine  virus  and  the  remaining 
10  doga  held  as  uninjected  controls.  To 
confirm  the  dosage  calculations,  five 
replicate  virus  titrations  shall  be  con- 
ducted on  a  sample  of  the  vaccine  virus 
dilution  used. 

(ii)  Not  less  than  14  days 
postinjection,  the  vaccinates  and  the 
controls  shall  be  challeng-ed  by  expo- 
sure to  a  nebulized  aerosol  of  virulent 
canine  adenovirus  type  2  ftemlshed  or 
approved  by  the  Animal  and  Plant 
Health  Inspection  Service  and  observed 
each  day  for  14  days  postchallenge.  The 
rectal  temperature  of  each  animal 
shall  be  taken  and  the  presence  of  res- 
piratory or  other  clinical  signs  of  ca- 
nine adenovirus  type  2  noted  and  re- 
corded each  day. 

(A)  If  at  least  6  of  10  controls  do  not 
show  clinical  signs  of  canine 
adenovirus  type  2  infection  other  than 
fever,  the  test  is  inconclusive  and  may 
be  repeated. 

(B)  If  a  significant  difference  in  clin- 
ical signs  in  a  valid  test  cannot  be 
demonstrated  between  vaccinates  and 
controls  using  a  scoring  system  ap- 
proved by  the  Animal  and  Plant  Health 
Inspection  Service,  the  Master  Seed 
Virus  is  unsatisfiebctory. 

(iii)  The  Master  Seed  Virus  shall  be 
retested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Either  10  vaccinates 
and  6  controls  or  5  vaccinates  and  3 
controls  shall  be  used  in  the  retest. 

(A)  If  less  than  4  of  6  or  2  of  3  of  the 
controls  show  clinical  signs  of  canine 
adenovirus  type  2  other  than  fever,  the 
test  is  inconclusive  and  may  be  re- 
peated. 

(B)  A  significant  difference  in  clin- 
ical signs  shall  be  demonstrated  be- 
tween vaccinates  and  controls  in  a 
valid  test  as  prescribed  in  paragraph 
(bX2Kii)(B)  of  this  section. 

(iv)  An  Outline  of  Production  change 
shall  be  made  before  authorization  for 
use  of  a  new  lot  of  Master  Seed  Virus 
shall  be  granted  by  the  Animal  and 
Plant  Health  Inspection  Service. 


(c)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  re- 
quirements prescribed  in  §113.300  and 
in  this  paragraph.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed. Any  serial  or  subserial  found  unsat- 
isfactory by  a  prcMcribed  test  shall  not 
be  released. 

(l^  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  usine  the 
titration  method  used  in  paragraph 
(b)(l)(i)  and/or  (b)(2)(i)  of  this  section. 
To  be  eligible  for  release,  each  serial 
and  each  subserial  shall  have  a  virus 
titer  sufficiently  greater  than  the  titer 
of  vaccine  virus  used  in  the 
immunogenicity  test(s)  prescribed  in 
paragraph  (b)  of  this  section  to  assure 
that  when  tested  at  any  time  within 
the  expiration  period,  each  swial  and 
subserial  shall  have  a  virus  titer  of  10**'' 
greater  than  that  used  in  such 
immunogenicity  testes)  but  not  less 
than  lO^-B  TCIDso  dose.  If  both 
immunogenicity  tests  in  paragraph  (b) 
of  this  section  are  conducted  and  a  dif- 
ferent amount  of  virus  is  used  in  each 
test,  the  virus  titer  requirements  diall 
be  based  on  the  higher  of  the  two 
amounts. 

(2)  [Reserved] 

[60  FR  14361.  Mar.  17.  1995] 

§  1 13.306   Canine  Distemper  Vaccine. 

Canine  Distemper  Vaccine  shall  be 
prepared  from  virus-bearing  cell  cul- 
ture fluids  or  embryonated  chicken 
eggs.  Only  Master  Seed  Virus  which 
has  been  established  as  pure,  safe,  and 
immunogenic  shall  be  used  for  pre- 
paring the  production  seed  virus  for 
vaccine  production.  All  serials  of  vac- 
Cine  shall  be  prepared  from  the  first 
tturough  the  fifth  passage  from  the 
Master  Seed  Virus. 

(a)  Master  Seed  Virus.  The  Master 
Seed  Virus  shall  meet  the  applicable 
requirements  prescribed  in  §113.300  and 
the  requirements  prescribed  in  this  sec- 
tion. 

(1)  To  detect  ferret  virulent  canine 
distemper  virua,  each  of  five  canine 
distemper  susceptible  ferrets  shall  be 
injected  with  a  sample  of  the  Master 
Seed  Virus  equivalent  to  the  amount  of 
virus  to  be  used  in  one  dog  dose  and  ob- 
served each  day  for  21  days.  If  nadeHr- 
able  reactions  are  observed  during  the 
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observation  period,  the  lot  of  Master 
Seed  is  unsatisfactory. 

(2)  Master  Seed  Virus  propagated  in 
tlBBnes  or  cells  of  avian  origin  shall  be 
tested  for  pathogens  by  the  chicken 
embryo  test  prescribed  in  §113.37  If 
found  unsatisfactory,  the  Master  Seed 
Vlras  shall  not  he  used. 

(b)  Eatdi  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity.  The  se- 
lected Ylrus  dose  from  the  lot  of  Master 
Seed  Vims  shall  be  established  as  fol- 
lows: 

(1)  Twenty-five  canine  distemper  sus- 
ceptible dogs  shall  be  used  as  test  ani- 
mals (20  vaccinates  and  5  controls). 
Blood  samples  shall  be  drawn  from 
these  animals  and  individual  serum 
samples  tested.  The  dogs  shall  be  con- 
sidered susceptible  if  the  results  are 
negative  at  a  1:2  final  serum  dilution  in 
a  varying  serum-constant  virus  neu- 
tralization test  using  50  to  300  TCID5U 
of  canine  distemper  vims. 

(2)  A  g-eometric  mean  titer  of  the 
dried  vaccine  produced  from  the  hitrh- 
est  passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted.  The 
20  dog's  used  as  vaccinates  .shall  be  in- 
jected with  a  predetermined  quantity 
of  vaccine  virus  and  the  remaining  five 
dogs  held  as  uninfected  controls.  To 
confirm  the  dosage  calculations,  five 
replicate  virus  titrations  shall  be  con- 
ducted on  a  sample  of  the  vaccine  vims 
dilution  used. 

(3)  At  least  14  days  post-injection, 
the  vaccinates  and  the  controls  shall 
each  be  challenged  intracerebrally 
with  virulent  canine  distemper  virus 
ftimished  or  approved  by  the  Animal 
and  Plant  Health  Inspection  Service 
and  observed  each  day  for  21  days. 

(i)  If  at  least  four  of  the  five  controls 
do  not  die  and  the  survivor,  if  any.  does 
not  show  clinical  signs  of  canine  dis- 
temper the  test  is  Inconclusive  and 
may  be  repeated. 

(ii)  If  at  least  19  of  the  20  vaccinates 
do  not  survive  without  showing  clinical 
signs  of  canine  distemper  during  the 
observation  period,  the  Master  Seed 
Virus  is  unsatisfactory. 

(4)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  8  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Ten  susceptible  dogs  (8 


vaccinates  and  2  controls)  shall  be  used 
in  the  retest.  Susceptibility  shall  be 
determined  in  the  manner  provided  in 
paragraph  (b)(1)  of  this  section. 

(i)  Each  vaccinate  shall  be  injected 
with  a  predetermined  quantity  of  vac- 
cine virus  as  provided  in  paragraph 
(b)(2)  of  this  section. 

(ii)  At  least  14  days  postvaccination, 
a  second  serum  sample  shall  be  drawn 
from  each  dog  and  tested  for  neutral- 
izing antibody  to  canine  distemper 
vims  in  the  same  manner  used  to  de- 
termine susceptibility. 

(iii)  If  the  two  controls  have  not  re- 
mained seronegative  at  1:2,  the  test  is 
inconclusive  and  may  be  repeated. 

(iv)  If  at  least  6  of  the  8  vaccinates  in 
a  valid  test  do  not  develop  titers  of  at 
least  1:50  based  upon  final  serum  dilu- 
tion, the  Master  Seed  Virus  is  unsatis^ 
factory,  except  as  provided  in  parar- 
graph  (b)(4)(v)  of  this  section. 

(V)  If  the  results  of  a  valid  serum 
neutralization  test  are  unsatisfactory, 
the  vaccinates  and  the  controls  may  be 
challenged  as  provided  in  paragraph 
(hX3)  of  this  section.  A  Master  Seed  is 
satisfactory  if  all  vaccinates  remain 
free  of  clinical  signs  of  canine  dis^ 
temper,  while  the  two  controls  die  with 
clinical  signs  of  canine  distemper.  If 
the  two  controls  do  not  die  with  clin- 
ical signs  of  canine  distemper,  the  test 
is  inconclusive  and  may  be  repeated: 
Provided,  That,  if  any  of  the  vaccinates 
show  such  signs,  the  Master  Seed  Vims 
is  unsatisfactory. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authorization  for 
use  of  a  new  lot  of  Master  Seed  Virus 
shall  be  granted  by  the  Animal  and 
Plant  Health  Inspection  Service. 

(c)  Test  requirements  for  release.  Ex- 
cept for  fll8«3<XKa)(3Kii).  each  serial 
and  subserial  shall  meet  the  require- 
ments prescribed  in  §113.300  and  in  this 
paragraph.  Final  container  samples  of 
completed  product  shall  be  tested.  Any 
serial  or  subserial  found  unsatisfactMy 
by  a  prescribed  test  shall  not  be  re- 
leased. [ 

(1)  The  test  for  pathogens  prescribed 
in  §113.37  shall  be  conducted  on  each 
serial  or  one  subserial  of  avian  origin 
vaccine. 

(2)  Vfnu  titer  requHrements.  Final  con- 
tainer samples  of  completed  product 
shall  be  teste4  for  vims  titer  using  the 


679 


§113.308 


9  CFR  Ch.  I  (1-1-03  Edition) 


titration  method  used  in  paragraph 

(b)(2)  of  this  section.  To  be  ellgrible  for 
release,  each  serial  and  subserial  shall 
have  a  viras  titer  sufficiently  greater 
than  the  titer  of  vaccine  virus  used  in 
the  immunogeniclty  test  prescribed  in 
paragraph  (b)  of  this  section  to  assure 
that  when  tested  at  any  time  within 
the  expiration  period,  each  serial  and 
subserial  shall  have  a  virus  titer  of  10*' 
greater  than  that  used  in  such 
immunogeiiicity  test  but  not  leas  than 
loa-5  TOIDso  per  dose. 

(flO  PR  14362.  Mar.  17. 1995] 

§  113.308  Encephalomyelitis  Vaccine, 
Vanesndaii. 

Bncephalomyelitis  Vaccine,  Ven- 
ezuelan, shall  be  prepared  from  virus- 
bearing  cell  culture  fluids.  Only  Master 
Seed  which  has  been  established  as 
xrare,  safe,  and  Inununogenic  shall  be 
used  for  preparing:  seeds  for  vaccine 
production.  All  serials  of  vaccine  shall 
be  prepared  flt>m  the  first  through  the 
fifth  pa.s.sai^e  from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  1113.300  except  (b),  and  the 
requirements  proscribed  in  this  sec- 
tion. 

(h)  £ach  lot  of  Master  Seed  shall  be 
tested  for  immunogeniclty.  The  se- 
lected virus  dose  from  the  lot  of  Master 

Seed  .shall  be  established  as  follows: 

(1)  Tests  conducted  by  the  Depart- 
ment have  established  that  horses  hav- 
ing Venezuelan  equine 
encephalomyelitis  antibody  titeis  of 
1:20  by  the  hemagglutination-inliibi- 
tion  (HI)  method  or  1:40  by  the  serum 
neutralization  (SN)  method  were  im- 
mune to  challenge  with  virulent  virus. 
The  immunogeniclty  test  is  based  on 
the  demonstration  of  a  serological  re- 
sponse of  at  least  that  maf^rnitude  fol- 
lowing vaccination  of  serolc^ically 
negative  horses. 

(2)  At  least  22  horses  (20  vaccinates 
and  2  controls^,  susceptible  to  Ven- 
ezuelan equine  encephalomyelitis, 
shall  be  used  as  test  animals.  Blood 
samples  shall  be  taken  firom  each  horse 
and  the  serums  individually  tested  for 
neutralizing  antibody.  Horses  shall  be 
considered  susceptible  if  there  is  no 
neutralisation  at  a  1:2  final  serum  dilu- 
tion in  a  constant  virus-varying  serum 
neutralization  test  using  60  to  300 


TCID50      of      VenesnelaD  e<|iilBe 

encephalomyelitis  virus. 

(3)  A  geometric  mean  titer  of  the  vac- 
cine produced  from  the  highest  passage 
of  the  Master  Seed  shall  be  estabUslied 
using  a  method  acceptable  to  Veteri- 
nary Services  before  the 
immunogenicity  test  is  conducted.  The 
20  horses  used  as  vaccinates  shall  be  In- 
jected  with  a  predetermined  quantity 
of  vaccine  virus  by  the  method  to  be 
recommended  on  the  label.  To  confirm 
the  dosage  administered,  five  replicate 
virus  titrations  shall  be  conducted  on  a 
sample  of  the  vaccine  virus  dilution 
used. 

(4)  Twenty-one  to  twenty-eUrht  days 

postvacci nation,  blood  samples  shall  be 
drawn  from  all  test  animals.  For  a 
valid  test,  the  controls  shall  remain 
seroneerative  at  1:2  final  serum  dlla- 
tion.  In  a  valid  test,  if  at  least  19  of  20 
vaccinates  do  not  have  antibody  titers 
of  at  least  1:20  in  a  hemaggiutmation- 
inhibition  test  or  at  least  1:40  in  a 
serum  neutralization  test*  the  Bfaoter 
Seed  is  unsatisfactory. 

(5)  The  Master  Seed  shall  be  retested 
for  Immonogenlcity  In  8  years  unless 
use  of  the  lot  is  discontinued.  Only  five 
vaccinates  and  two  controls  need  to  be 
used  in  the  retest:  Provided,  That  five 
of  five  vaccinates  and  the  two  controls 
shall  meet  the  criteria  in  paragraph 

(b)(4)  of  this  section. 

(6)  An  Outline  of  Production  cliange 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  shall  be 
Kaanted  by  Animal  and  Plant  Health 
Inspection  Service. 

(c)  Teat  reQiHremenU  for  release.  Bach 
serial  and  subserial  shall  meet  the  ap- 
plicable g^eneral  requirements  pre- 
scribed in  §113.300  and  special  require- 
ments in  this  paragraidi.  Any  serial  or 
subserial  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(1)  Sajety  test.  The  mouse  safety  test 
prescribed  in  f  118.83(b)  shall  be  con- 
ducted. 

(2)  Virus  titer  requirements.  Final  con- 
tainer sanipiea  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
method  in  para^'raph  (^bXS)  of  this  sec- 
tion. To  be  eligible  for  release,  each  se- 
rial and  subserial  shall  have  a  virus 
titer  sufficiently  greater  than  the  titer 
of  the  vaccine  used  in  the 
immunogeniclty    test    prescribed  in 
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paragraph  (b)  of  this  section  to  assure 
that,  when  tested  at  any  time  within 
the  esEpiration  period,  each  serial  and 
sahserlal  shall  have  a  vims  titer  of  10<' 
greater  than  that  used  In  the 
immunogenicity  test,  but  not  less  than 
10"  TCID50  per  dose. 

[SO  FR  23797.  June  6.  1985.  Redesignated  at  55 
FR  35562.  Aug.  31.  1990,  as  amended  at  56  FR 
6G7M.  66786.  Deo.  26. 1991] 

§118.808  Bofvime  Fandnliiieiisas  Vao- 

cine. 

Bovine  Parainfluenza^  Vaccine  shall 
be  produced  from  virus-bearing  cell 
culture  fluids.  Only  Master  Seed  Virus 
which  has  been  established  as  pure, 
safe,  and  immunogenic  shall  be  used 
for  preparing  the  production  seed  virus 
for  vaccine  prodnction.  All  serials  of 
vaccine  shall  be  prepared  from  the  first 
throug:h  the  tenth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  general  requirements 
prescribed  in  §113.300. 

(b)  Each  lot  of  Master  Seed  Virus 
shall  meet  the  special  requirements 
prescribed  in  this  section. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity.  The  se- 
lected virus  dose  from  the  lot  of  Master 
Seed  Virus  shall  be  established  as  fol- 
lows: 

(1)  Twenty-five  bovine  parainfluenza, 
susceptible  calves  shall  be  used  as  test 
animals  (20  vaccinates  and  five  con- 
trols). Blood  samples  shall  be  drawn 
from  these  animals  and  individual  se- 
rums tested.  Also,  nasal  specimens 
shall  be  collected  for  virus  isolation  at- 
tempts. The  calves  shall  be  considered 
susceptible  if: 

(1)  The  results  are  negative  at  a  1:2 
final  serum  dilution  in  a  varying  serum 
constant  virus  neutralization  test  with 
less  th£m  500  TGIDso  of  bovine 
parainfluenza)  vims;  and 

(li)  Shall  be  negative  to  bovine 
parainfluenzas  virus  isolation  attempts 
from  the  nasal  specimens  on  the  day  of 
Injection. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted.  The 
20  calves  to  be  used  as  vaccinates  shall 
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be  injected  with  a  predetermined  quan- 
tity of  vaccine  virus  and  the  remaining 
five  calves  held  as  uninfected  controls. 
To  confirm  the  dosage  calculation,  five 
replicate  vims  titrations  shall  be  con- 
ducted on  a  sample  of  the  vaccine  virus 
dilution  used. 

(3)  The  vaccinates  and  controls  shall 
be  examined  tor  clinical  signs  of  res- 
piratory disease  and  the  body  tempera- 
ture taken  and  recorded  on  each  of  the 
first  14  consecutive  days  post-injection. 
The  vaccinatc|s  shall  he  bled  on  day  6  ±2 
days  post-injection. 

(4)  Three  to  four  weeks  post-vaccina- 
tion, all  calves  shall  be  bled  for  serum 
antibodies  and  nasal  specimens  shall  be 
collected  for  PI3  viros  isolation.  On  the 
same  day,  all  vaccinates  and  controls 
shall  be  given  acceptable  challenge  PI^ 
virus  titrating  at  least  10 '  «  TCIDso  per 
ml  and  the  animals  observed  for  14 
days.  Two  ml  of  the  challenge  vims 
shall  be  Instilled  in  each  nostril  or 
shall  be  inhaled  as  an  aerosol  suspen- 
sion. Upon  request,  challenge  virus  and 
instructions  shall  be  furnished  by  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice. 

(5)  Each  animal  shall  be  examined  for 
clinical  signs  of  respiratory  disease  and 
the  body  temperature  recorded  on  each 
of  the  14  consecutive  days  of  the  poet- 
challenge  observation  period.  Bach  day 
for  at  least  the  first  10  days  post-chal- 
lenge, nasal  specimens  for  virus  isola- 
tion attempts  shall  be  taken.  All  ani- 
mals shall  be  bled  on  day  6  12  days 
post-challenge,  and  all  animals  shall  be 
bled  at  least  once  14  to  28  days  post- 
challenge  for  serum  antibody  studies. 

(6)  Satisfactory  Test  Criteria: 

(i)  All  vims  isolations  attempts  shall 
be  by  culture  and  at  least  one  subcul- 
ture in  PI^  susceptible  cells  for  a  total 
of  at  least  14  days. 

(11)  Two  to  four  weeks  post-vaccina- 
tion, at  least  19  of  the  20  vaccinates 
shall  have  PL  neutralizing  antibody 
titers  of  at  least  1:4  and  all  five  con- 
trols shall  be  negative  at  1:2  dilution. 
None  of  the  kK)st-vaccination  serums 
collected  from  the  vaccinates  on  day  6 
±2  days  shall  reveal  serum  neutraliza- 
tion antibody  titers  of  1:32  or  greater 
based  upon  final  dilution. 
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(iii)  Satisfactory  resistance  to  chal- 
lengre  by  vaccinates  shall  be  deter- 
mined by  a  significant  difference  be- 
tween virus  isolation  rates  from  vac- 
cinates and  controls.  The  virus  neu- 
tralizatioii  titwe  of  post-challenge  se- 
rums and  respiratory  symptoms  and 
temperatures  from  all  animals  shall  be 
considered  in  the  evaluation  of  the  test 
validity. 

(7)  Designated  animal  alternates  for 
test  animals  showing  anamnestic  anti- 
body responses  (titers  1:32  or  greater) 
on  day  6  serams  may  be  in<doded  in  the 
study  under  the  following  provisions: 

(1)  No  more  than  five  alternates  shall 
be  allowed  for  the  vaccinates  and  no 
more  than  two  for  the  controls. 

(iii  Alternates  shall  he  suhject  to  all 
requirements  outlined  for  the  animals 
for  which  they  are  alternates. 

(ill)  Antibody  values  ttom  alternate 
animals  may  be  used  only  to  replace 
values  from  up  to  and  Including  five 
vaccinates  which  develop  antibody  of 
1:32  or  greater  by  day  6  ±2  days  post- 
vaccination  or  up  to  and  inc  luding-  two 
controls  which  develop  antiljody  titeis 
of  1:32  or  greater  by  day  6  ±2  days  post- 
Challenge. 

(8)  A  sequential  test  procedure  may 
be  used  in  lieu  of  the  20  calf  require- 
ment. A  beta  value  of  .05  and  a  toler- 
ance level  of  .78  shall  be  required. 

(9)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  five  vaccinates 
and  five  controls  need  to  be  used  in  the 
re  test;  Provided,  That  five  of  five  vac- 
cinates and  at  least  four  of  the  controls 
shall  meet  the  criteria  inrescribed  in 
paragraph  (c)(6)  of  this  section. 

(10)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  Test  requirements  for  release: 
Elach  serial  and  subserlal  shall  meet 
the  applicable  general  requirements 
prescribed  in  §113.300  and  the  require- 
ments in  this  paragraph.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  except  as  prescribed  In 
paragraph  (,d)(,l)  of  this  section.  Any  se- 
rial or  subeerlal  found  nnsatlsfiustory 
by  a  prescribed  test  shall  not  be  re- 


(1)  Purity  test.  The  test  for  Brucella 
contamination  prescribed  in  1118.93 

shall  be  conducted  on  each  batch  of  pri- 
mary cells  intended  for  production  use. 

(2)  Safety  test.  The  mouse  safety  test 
prescribed  in  S113*88(a)  and  the  Oftlf 
safety  test  prescribed  in  1118.41  shall  be 
conducted. 

(3)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(c)(2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subeerlal 
shall  have  a  virus  titer  per  dose  suffi- 
ciently tjreater  than  the  titer  of  vac- 
cine virus  used  in  the  immunogenicity 
test  prescribed  in  paragraidi  (e)  of  ttds 
section  to  assure  that  when  tested  at 
any  time  within  the  expiration  period, 
each  serial  and  subserial  shall  have  a 
vims  titer  of  lO^^^  greater  than  that 
used  in  the  immunogenicity  test  but 
not  less  than     ^  TCIDm  per  dose. 

[39  FR  44719.  Dec.  27.  1974,  as  amended  at  40 
FR  41089.  Sept.  5,  1975;  43  FR  49529,  Oct.  24. 
1978;  48  FR  33472.  July  22.  1988.  Redesignated 
at  r)5  FR  35562.  Aup.  31.  1990.  as  amended  at  56 
FR  66784.  66786.  Dec.  26.  1991;  60  FR  14357, 
Mar.  17. 1986] 

§113.310  Bovine  Rhinotracheitis  Vac- 
efnew 

Bovine  Rhinotracheitis  Vaccine  shall 

be  prepared  from  virus-bearing  cell  cul- 
ture fluids.  Only  Master  Seed  Virus 
which  has  been  established  as  pure, 
safe,  and  immunogenic  shall  be  used 
for  preparing  the  production  seed  virus 
for  vaccine  production.  All  serials  of 
vaccine  shall  be  prepared  from  the  first 
through  the  tenth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Vfrus  shall  meet 
the  applicable  general  requirements 
prescribed  in  §113.300. 

(b)  Each  lot  of  Master  Seed  Virus 
shall  meet  the  special  requirements 
prescribed  in  this  section. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  inmiunogenicity.  The  se- 
lected virus  dose  from  the  lot  of  Master 
Seed  Virus  shall  be  established  as  fol- 
lows: 

(1)  Twenty-five  infectious  bovine 
rhinotracheitis  susceptible  calves  shall 
be  used  as  test  animals  (20  vaccinates 
and  five  controls).  Blood  samples  shall 
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be  drawn  from  these  animals  and  indi- 
vidual serums  tested.  The  calves  shall 
be  considered  eusceptible  If  the  results 
are  negative  at  a  1:2  final  serum  dilu- 
tion by  the  virus  plaque  reduction 
method. 

(2)  A  geometric  mean  titer  of  the 
dried  vacoiiie  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
inmiunogenicity  test  is  conducted.  The 
90  oalyes  to  be  used  as  yaccinates  shall 
be  injected  with  a  predetermined  quan- 
tity of  vaccine  virus  and  the  remainin'^ 
five  calves  held  as  uninjected  controls. 
To  confirm  the  dosage  calculations, 
five  replicate  vims  titrations  shall  be 
conducted  on  a  sample  of  the  vaccine 
virus  dilution  used. 

(3)  At  least  once  during  a  period  of  14 
to  ^  days  post-vaccination,  individual 
serum  samples  shall  be  collected  for 
virus-neutralization  tests  from  each  of 
the  vaccinates.  The  test  virus  shall  be 
100  to  600  TOIDso  bovine  rhinotracheitls 
virus.  Results  shall  be  used  in  making 
a  determination  as  prescribed  in  para- 
graph (cx6)  of  this  section. 

(4)  The  vaccinates  and  the  controls 
shall  each  be  challenged  with  virulent 
Infectious  bovine  rhinotracheitls  virus 
and  observed  for  14  days.  The  rectal 
temperature  of  each  animal  shall  be 
taken  and  the  presence  or  absence  of 
respiratory  or  other  clinical  signs  of 
bovine  rhinotracheitis  noted  and  re- 
corded on  each  of  the  14  consecutive 
dasrs. 

(5)  If  at  least  four  of  the  five  controls 
do  not  show  clinical  signs  of  infectious 
bovine  rhinotracheitis  and  a  marked 
temperature  rise  to  104.5  *F.  or  higher 
post-challenge,  the  test  shall  be  consid- 
ered inconclusive  and  may  be  repeated. 

(6)  If  less  than  19  of  the  post-injection 
serum  samples  tested  as  prescribed  in 
paragraph  (c)(3)  of  this  section  show 
neutralization  in  all  tubes  of  the  1:2 
final  serum  dilution,  or  if  more  than 
one  of  the  vaccinates  show  a  tempera- 
ture of  103.5  *>F.  or  higher  for  2  or  more 
days,  or  if  more  than  one  of  the  vac- 
cinates exhibit  respiratory  or  other 
clinical  signs  of  infectious  bovine 
rhinotracheitis,  or  both,  the  Master 
Seed  Virus  is  unsatisfactory. 

(7)  A  sequential  test  procedure  may 
be  used  in  lieu  of  the  20  calf  require- 


ment. A  beta  value  of  .05  and  a  toler- 
ance level  of  .78  shall  be  required. 

(8)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  8  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  five  vaccinates 
and  five  controls  need  to  be  osed  in  the 
retest;  Provided,  That  five  of  five  vac- 
cinates and  at  least  four  of  the  five 
controls  shall  meet  the  criteria  pre- 
scribed in  paragraphs  (c)(5)  and  (8)  of 
this  section. 

(9)  An  outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Servioe. 

(d)  Test  requirements  for  release: 
Each  serial  and  subserial  shall  meet 
the  applicable  general  requirements 
prescribed  in  §118.800  and  the  require- 
ments in  this  paragraph.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  except  as  prescribed  in 
paragraph  (dXl)  of  this  section.  Any  se- 
rial or  subserial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(1)  Purity  test.  The  test  for  Brucella 

contamination  prescribed  in  §113.32 
shall  be  r  on  ducted  on  each  batch  of  pri- 
mary cells  intended  for  production  use. 

(2)  Safety  test.  The  mouse  safety  test 
prescribed  in  §  113.88(a)  and  the  calf 
safety  test  prescribed  in  §118.41  shall  be 
conducted. 

(3)  Virtis  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(c)(2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subserial 
shall  have  a  vlras  titer  per  dose  suftl- 
ciently  greater  than  the  titer  of  vac- 
cine virus  used  in  the  immunogenicity 
test  prescribed  in  paragraph  (c)  of  this 
section  to  assure  that  when  tested  at 
any  time  within  the  expiration  period, 
each  serial  and  subserial  shall  have  a 
virus  titer  of  10°^  greater  than  that 
used  in  the  immnnogenicity  test  but 
not  less  than  l|0>->  TOIDso  per  dose. 

[39  FR  44720,  Dec.  27.  1974.  as  amended  at  40 
FR  20067.  May  8.  1975;  40  FR  23989.  June  4, 
1975:  40  FR  41089,  Sept.  5.  1975;  43  FR  49529, 
Oct.  24,  1978:  48  FR  33472,  July  22,  1983.  Redes- 
igrnated  at  55  FR  35562.  Aug.  31.  1990.  as 
amended  at  56  FR  66784.  66786.  Dec.  26.  1991] 
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§1184111  BoviiM  Vbnm  INanliMi  Vae- 
dne. 

Bovine  Virus  Diarrhea  Vaccine  shall 
be  prepared  from  virus-bearing  cell  cul- 
ture fluids.  Only  Master  Seed  Virus 
which  has  been  established  as  pure, 
safe,  and  immunop-enlc  flhall  be  used 
for  preparing  the  production  seed  virus 
for  vaccine  production.  All  serials  of 
vaccine  sball  be  prepared  from  the  first 
through  the  tenth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
tiie  applicable  general  requlrementB 
prescribed  in  §113.300. 

(b)  Each  lot  of  Master  Seed  Vims 
shall  meet  the  special  requirements 
prescribed  in  this  section. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  inwranogrenlcity.  The  se- 
lected virus  dose  from  the  lot  of  Master 
Seed  Virus  Shall  be  established  as  fol- 
lows: 

(1)  Twenty-five  bovine  vims  diarrhea 

susceptible  calves  shall  be  used  as  test 
animals  (20  vaccinates  and  five  con- 
trols). Blood  samples  shall  be  drawn 
firom  these  animals  and  Individuals 
serum  samples  tested.  The  calves  shall 
be  considered  susceptible  to  bovine 
virus  diarrhea  virus  infection  if  the  re- 
sults are  negrative  at  a  1:2  final  serum 
dilution  in  a  varying  serum-constant 
virus  neutralization  test  with  less  than 
500  TCIDso  of  bovine  virus  diarrhea 
vims. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall    be    established    before  the 

immunogrenicity  test  is  conducted.  The 
20  calves  to  be  used  as  vaccinates  shall 
be  injected  with  a  predetermined  quan- 
tity of  vaccine  vims  and  the  remaining 
five  calves  held  as  uninjected  controls. 
To  confirm  the  dosage  calculations, 
five  replicate  virus  titrations  shall  be 
conducted  on  a  sample  of  the  vaccine 
virus  dilution  used. 

(3)  At  least  once  during  a  period  14  to 
28  days  post-vaccination,  individual 
serum  samples  shall  be  collected  for 
virus-neutralization  tests  from  each  of 
the  vaccinates.  The  test  virus  shall  be 
less  than  500  TClD.so  of  bovine  virus  di- 
arrhea virus.  The  white  cell  count  for 
all  vaccinates  and  controls  shall  be  es- 
tablished at  least  3  days  just  before 


challenge.  Results  shall  be  used  in 

.  making  a  determination  as  prescribed 
in  paragraph  (c)(5)  of  this  section. 

(4)  The  vaccinates  and  the  controls 
shall  each  be  challenged  with  virulent 
bovine  virus  dlanhea  virus  and  ob- 
served for  14  consecutive  days.  The 
white  cell  count  shall  be  determined 
daily  on  each  animal  from  the  second 
through  the  eighth  day  post-challenge. 
If  leukopenia  does  not  develop  in  at 
least  four  of  the  five  controls  as  com- 
pared with  the  vaccinates,  the  test 
shall  be  considered  inconclusive  and 
may  be  repeated. 

(5)  If  less  than  19  of  the  post-injection 
serum  samples,  tested  as  prescribed  in 
paragraph  (c)(3)  of  this  section,  Aow 
neutralization  in  all  tubes  of  the  1:8  di- 
lution; or  if  more  than  one  of  the  vac- 
cinates exhibits  respiratory  or  other 
clinical  signs  of  bovine  vims  diairiiea 
post-challenge;  or  both,  the  Mastw 
Seed  Virus  is  unsatisfactory. 

(6)  A  sequential  test  procedure  may 
be  used  in  lieu  of  the  20  calf  require- 
ment. A  beta  value  of  .05  and  a  toler* 
ance  level  of  .78  shall  be  required. 

(7)  The  Master  Seed  Virus  shall  be  re- 
tested  for  inomunogenlcity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  five  vaccinates 
and  five  controls  need  to  be  used  in  the 
retest;  Provided,  That  five  of  five  vac- 
cinates and  at  least  four  of  the  five 
controls  shall  meet  the  criteria  pre- 
scribed in  paragraidis  (c)(4)  and  (c)(6)  of 
this  section. 

(8)  An  Outline  of  Production  chaz^ 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  Test  requirements  for  release: 
Each  serial  and  subserial  shall  meet 
the  applicable  general  requirements 
prescribed  in  §113.300  and  the  require- 
ments in  this  paragraph.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  except  as  prescribed  in 
paragraph  (d)(1)  of  this  section.  Any  se- 
rial or  subserial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

CD  Purity  test.  The  test  lor  Brucella 
contamination  prescribed  in  §118.82 

shall  be  conducted  on  each  batch  of  pri- 
mary cells  intended  for  production  use. 
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(2)  Safety  test.  The  mouse  safety  test- 
prescribed  in  §  113.33(a)  and  the  calf 
safety  test  prescribed  In  §113.41  shall  be 
conducted. 

(3)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using'  the 
titration  method  used  in  paragraph 
(cV2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subserial 
shall  haye  a  virus  titer  per  dose  suffi- 
ciently greater  than  the  titer  of  vac- 
cine virus  used  in  the  immunogenicity 
test  prescribed  in  paragraph  (c)  of  this 
section  to  assure  that  when  tested  at 
any  time  within  the  expiration  period, 
each  serial  and  subserial  shall  have 
virus  titer  of  10"^  grreater  than  that 
used  in  the  immunogenicity  test  but 
not  less  than  10^  TCID  so  per  dose. 

[39  FR  44T21.  Dec.  37.  1974,  as  amended  at  40 

FR  20067.  May  8.  1975;  40  FR  41089.  Sept.  5. 
1975;  43  FR  49529.  Oct.  24,  1978;  48  FR  33472, 
July  22.  1963.  Redesignated  at  55  FB  36662. 
Aug.  31.  1990.  as  amended  at  56  FR  66784. 

66786,  Dec.  26.  1991] 

ftll8312  Rabies Vaociiie»UveVlnia. 

Rabies  Vaccine  shall  be  prepared 
fi^m  virus-bearing  cell  cultures  or 
embryonaied  chicken  eggs.  Only  Mas- 
ter Seed  Virus  whioh  has  been  estab- 
lished as  pure,  safe  and  immunogenic 
shall  be  used  for  preparing  the  produc- 
tion seed  virus  for  vaccine  production. 
All  serials  of  vaccine  Shall  be  prepared 
from  the  first  through  the  filth  passage 
from  the  Master  heed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  general  requirements 
prescribed  in  §113.300. 

(1)  Each  lot  of  Master  Seed  Virus 
shall  meet  the  special  requirements 
prescribed  in  this  section. 

(2)  Each  lot  of  Master  Seed  Virus 
propagated  in  tissues  or  cells  of  avian 
origin  shall  be  tested  for  pathogens  by 
procedoree  prescribed  in  1 118.87. 

(8)  Each  lot  of  Master  Seed  Virus 
propatrated  in  primary  cell  cultures  of 
mouse  or  hamster  origin  or  brain  tis- 
sues of  mouse  origin  shall  be  tested  for 
lymphocytic  choriomeningitis  (LCM) 
virus  by  the  procedure  prescribed  in 
§113.42.  If  LCM  virus  is  detected,  the 
BCaster  Seed  Virus  is  unsatisfactory. 

(4)  The  Master  Seed  Virus  shall  be 
studied  in  each  species  of  carnivore  or 
domesticated  wild  animal  for  which 


the  vaccine  is  specifically  rec- 
ommended to  attempt  to  determine  the 
fate  of  the  vaodne  virus.  Results  shall 
be  considered  in  evaluating  safety  of 

vaccine  virus. 

(i)  Obtain  at  least  10  unvaccinated 
animals,  negative  at  1:2  final  serum  di- 
lution, of  each  species  in  which  tests 
will  be  conducted.  Divide  each  species 
into  two  groups  of  five  animals. 

(ii)  For  each  species  of  animal,  inject 
one  group  of  five  animals 
intramuscularly.  Infiltrate  a  major 
nerve  and  the  suiTounding  tissue  in 
each  of  the  five  animals  in  the  other 
group.  Use  1.0  ml  of  high  titer  virus  for 
each  method  of  administration. 

(iii)  Observe  ail  animals  for  signs  of 
rabies  until  scheduled  time  to  sac- 
rifice. If  animals  show  definite  symp- 
toms, sacrifice  and  check  regional 
lymph  nodes,  brain,  salivary  glands, 
and  kidney  for  rabies  virus  by  injection 
of  suckling  mice  (not  more  than  7  days 
of  age).  Tissues  may  be  held  frozen  at 
-70  C.  until  suckling  mice  are  avail- 
able. Inject  each  mouse  in  one  litter 
intracerebrally  with  0.02  ml  of  a  ground 
tissue  suspension  fi'om  each  organ.  Ob- 
serve mice  each  day  for  21  days.  If  any 
mice  die,  determine  if  the  deaths  were 
due  to  rabies  virus  in  the  brain  by  a 
fluorescent  antibody  test. 

(iv)  Sacrifice  animals  that  do  not 
show  signs  of  rabies  according  to  the 
following  schedule  and  check  regional 
lymph  nodes,  brain,  salivary  glands, 
and  kidney  in  suckling  mice. 


Route  of  in(Mlion 

DaytaiMrii^Mlion 

NumtMrof 
Miinwii 

15.20.25.30,35 

1  Mch  day. 

3.0.9.15.30 

1  eachd^. 

(5)  Bach  lot  of  Master  Seed  Virus 

shall  be  tested  for  safety  in  at  least  10 
unvaccinated  serologically  negative 
animals  of  each  domestic  species  for 
which  the  vaccine  le  recommended. 

(i)  Each  group  of  10  animals  shall  be 
divided  into  2  groups  of  5  animals.  For 
each  species,  inject  one  group 
intramuscularly  with  10  doses  of  high 
titer  virus. 

(ii)  Infiltrate  a  major  nerve  of  each  of 
the  animals  in  the  other  group  of  5 
with  10  doses  of  the  same  high  titer 
virus.  For  all  species  except  dogs  and 
cats,  multiple  injections  along  the  cer- 
vical spine  in  the  proximity  to  the 
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nerve  tronkB  emerging  from  the  spinal 
oord  may  be  used:  Provided,  That  a  1- 
dose  volume  shall  be  injected  into  each 
of  four  or  more  sites  bilaterally. 

(iil)  Observe  all  animals  each  day  for 
90  days. 

(iv)  If  any  animals  show  clinical 
signs  of  rabies,  sacrifice  the  animal  and 
check  appropriate  brain  tissue  for  ra- 
bies vims  by  the  flnorescent  antibody 
test  and  by  mouse  injection. 

(V)  If  rabies  is  confirmed,  the  lot  of 
Master  Seed  Virus  is  unsatisfactory. 

(b)  The  immunogenicity  of  vaccine 
preiiared  with  vims  at  lAe  highest  pas- 
sage of  the  Master  Seed  shall  be  estab- 
lished in  each  species  for  which  the 
vaccine  is  recommended.  Teats  shall  be 
conducted  in  accordance  with  a  peo' 
tocol  filed  with  Animal  and  Plant 
Health  Inspection  Service  before  initi- 
ation of  the  tests.  The  vaccine  shall  be 
prepared  using  methods  prescribed  in 
the  Outline  of  Production.  If  Rabies 
Vaccine  is  to  be  in  combination  with 
other  fractions,  the  product  tested 
shall  include  all  firactions  to  be  rec- 
ommended. 

(1)  A  geometric  mean  virus  titer  of 
the  dried  vaccine  produced  from  the 
highest  passage  of  the  lifaster  Seed 
Virus  shall  be  established  before  the 
immunogenicity  test  is  conducted.  To 
confirm  the  dosage  calculations,  five 
replicate  vims  titrations  shall  be  con- 
ducted on  a  sample  of  the  vaccine  vims 
dilution  used. 

(2)  The  dose  of  vaccine  to  be  used  in 
the  Inununogenicity  test  shall  be  no 
more  than  the  amount  of  rehydrated 
vaccine  which,  on  the  basis  of  previous 
titrations,  has  been  diluted  to  the  pro- 
posed twinimwm  acceptable  vims  titer. 

(3)  Test  animals  shall  be  uniform  and 
have  no  neutralizing  antibodies  to  ra- 
bies as  determined  by  serum-neutral- 
ization (SN)  tests. 

(i)  Twenty-five  or  more  animals  shall 
be  used  as  vaccinates.  Each  shall  be  in- 
jected intramuscularly  at  one  site  in 
the  thigh  with  a  dose  of  vaccine  at  the 
proposed  minimum  virus  titer  as  speci- 
fied in  the  filed  Outline  of  Production. 

(ii)  Ten  or  more  additional  f-Tiiwi#l« 
shall  be  held  as  controls. 

(Hi)  On  or  about  days  30.  90,  180,  270, 
and  365  postvaccination,  all  anhnals 
shall  be  bled  and  individual  serums 
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tested  for  neutraUBlng  antibodies  to  ra- 
bies virus. 

(iv)  All  surviving  test  animals  of 
each  species  shall  be  challenged 
intramuscularly  with  virulent  rabies 
virus  furnished  or  approved  by  Animal 
and  Plant  Health  Inspection  Servloe  1 
year  after  vaccination,  except  as  pro- 
vided in  paragraphs  (b)(4),  (b)(5),  and 
(bX6)  of  this  section.  The  challenged 
animals  Shall  be  observed  each  day  for 
90  days  as  prescribed  in  §  113.5(b).  The 
brain  of  each  test  animal  that  dies  fol- 
lowing challenge  shall  be  examined  for 
rabies  by  the  fluorescent  antibody  test 
or  other  method  acceptable  to  Animal 
and  Plant  Health  Inspection  Service. 

(V)  Requirements  for  acceptance  in 
challenge  tests  shall  be  death  due  to 
rabies  in  at  least  80  percent  of  controls 
while  at  least  22  of  25  or  26  of  30  or  a 
statistically  equivalent  number  of  the 
vaccinates  remain  well  for  a  period  of 
90  days. 

(4)  An  alternative  to  challenging  all 
surviving  test  animals  in  accordance 
with  paragraph  (b)(3)(iv)  of  this  section 
may  be  used  when  the  test  animals  are 

of  species  other  than  carnivores  Vac- 
cinates shall  be  challenged  at  1  year 
postvaccination.  These  shall  include 
five  vaccinates  with  the  lowest  SN 
titers  at  the  270th-day  bleeding,  five 
vaccinates  with  the  lowest  SN  titers  at 
the  365th-day  bleeding,  and  all  vac- 
cinates with  SN  titers  below  1:10  by  the 
mouse  SN  test  or  below  1:16  by  the 
rapid-fluorescent-focus-inhibition  test 
at  any  bleeding.  At  least  five  SN-nega- 
tive  controls  of  each  species  shall  be 
challenged  at  the  same  time  as  the 
vaccinates.  All  SN  titers  shall  be 
iterated  to  an  endpoint.  All  of  the  chal- 
lenged vaccinates  must  remain  well  for 
a  period  of  90  days,  and  at  least  80  per- 
cent of  the  controls  must  die  of  rabies 
for  a  satisfactory  test  without  further 
challenge.  If  one  or  more  of  the  vac- 
cinates die  from  rabies,  all  the  remain- 
ing vaccinates,  regardless  of  titer, 
along  with  the  five  controls  shall  be 
challenged.  The  cumulative  results 
from  the  two  challenges  shall  be  evalu- 
ated for  acceptance  as  specified  in 
pai^agraph  (b)(3)(v)  of  this  section. 

(5)  The  lifaster  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  yeaxs 
and  each  5  years  thereafter  unless  use 
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of  the  lot  previomfly  tested  Is  discon- 
tinued. Only  five  vaccinates  and  five 
controls  need  to  be  used  in  the  retest 
and  the  retest  may  be  limited  to  sero- 
logical response  at  1  year  after  vac- 
cination of  the  vaccinates  if  such  re- 
sponse is  equal  to  or  greater  than  that 
in  the  original  Immunogenicity  test 
and  all  controls  remain  negative.  If  the 
SN  response  is  not  satisfactory,  the 
vaccinates  and  controls  may  be  chal- 
lenged. To  be  satisfactory,  at  least  4  of 
the  5  controls  shall  die  of  rabies  and  5 
of  the  5  vaccinates  remain  well  for  a 
period  of  90  days. 

(6)  The  repeat  inmiunogenicity  tests 
may  be  terminated  after  90  day  SN 
tests  if  at  least  10  vaccinates  and  at 
least  5  controls  of  each  species  are  used 
and  the  test  dose  of  vaccine  contains 
the  minimnm  acceptable  vims  titer 
throughout  dating. 

(i)  If  the  10  vaccinates  have  SN  titers 
equal  to  or  greater  than  the  90  day  SN 
titers  of  the  vaccinates  in  the  initial 
immunogenicity  test,  the  Master  Seed 
Virus  is  satisfactory. 

(ii)  If  the  10  vaccinates  do  not  have 
acceptable  SN  titers,  each  vaccinate 
and  each  control  shall  be  challenged  at 
1  year  with  virulent  rabies  street  virus 
and  observed  for  90  days. 

(iii)  li  at  least  80  percent  of  the  con- 
trols do  not  show  signs  of  rabies  during 
the  observation  period,  the  test  is  in- 
valid and  shall  be  repeated. 

(Iv)  If  more  than  10  percent  of  the 
vaccinates  show  signs  of  rabies,  the 
Master  Seed  Virus  is  unsatisfactory. 

(7)  An  outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Virus  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(o)  If  more  than  1  year  duration  of 
immunity  is  to  be  claimed,  a  duration 
of  immunity  test  for  the  additional 
time  shall  be  conducted  and  inter- 
preted as  preeorlbed  in  paragraph  (b)  of 
this  section  for  the  1  year  test.  The 
test  animals  shall  be  monitored  sero- 
logically at  least  every  180  days.  The 
time  of  challenge  may  be  adjusted  ac- 
cordingly. 

(d)  Test  requirements  for  release: 
Elach  serial  and  each  subserial  shall 
meet  the  general  requirements  pre- 
scribed In  §113.300  and  special  require- 
ments In  this  paragraph. 


(1)  Purity  and  safety  tests.  Final  con- 
tainer samples  of  completed  product 
from  each  serial  or  one  subserial  shall 
be  tested. 

(i)  The  test  for  pathogens,  prescribed 
in  §113.37  shall  be  conducted  on  each 
serial  or  one  subserial  of  avian  origin. 
If  necessary,  neutralize  the  rabies  vims 
with  specific  rabies  antiserum. 

(ii)  A  test  for  safety  in  three  young 
seronegative  animals  of  the  most  sus- 
ceptible species  for  which  the  vaccine 
is  recommended  shall  be  conducted. 
Each  shall  be  injected  intramuscularly 
with  10  recommended  doses  of  vaccine. 
If  unfavorable  reactions  attributable  to 
the  product  occur  during  a  28  day  ob- 
servation period,  the  serial  is  unsatis- 
factory. 

liii;  11  primary  cell  cultures  of  ham- 
ster origin  or  of  mouse  origin  are  used 
vaccine  production,  they  shall  be  test- 
ed for  LCM  virus  as  prescribed  in 
§113.42.  The  cells  shall  be  disrupted  and 
undiluted  cell  fluids  firom  each  lot  shall 
be  tested. 

(2>  Virus  titrations.  Final  container 
samples  of  completed  product  shall  be 
tested  for  virus  titer  using  the  titra^ 
tion  method  used  in  paragraph  (b)(1)  of 
this  section.  To  be  eligible  for  release, 
each  serial  and  each  subserial  shall 
have  a  vims  titer  sufficiently  higher 
than  the  titer  of  the  vaccine  virus  used 
in  paragraph  (b)  of  this  section  to  as- 
sure that,  when  tested  at  any  time 
within  the  ezi^iratlon  period,  each  se- 
rial and  subserial  shall  have  a  virus 
titer  equal  to  or  greater  than  that  used 
in  the  immunogenicity  test. 

(3)  Toung  adxQt  mice,  each  weighing 
14  to  16  grams,  shall  be  used  as  test  ani- 
mals when  the  virus  in  vaccine  pre- 
pared with  a  low  egg  passage  Flury 
Strain  or  high  cell  passage  Street  Ala- 
bama Dufferin  Strain  (HOP  SAD)  of  ra- 
bies virus  is  titrated.  At  least  10  mice 
for  each  dilution  shall  be  used. 

(i)  At  least  10  mice  shall  be  used  for 

each  dilution.  Each  shall  be  injected 
intracerebrally  with  0.03  ml. 

(ii)  The  injected  young  adult  mice 
shall  be  observed  each  day  for  14  dasns 
except  when  testing  vaccines  made 
with  HCP  SAD  strain  of  rabies  virus,  in 
which  case,  the  mice  shall  be  observed 
each  day  for  21  da,ys.  Deaths  and  paral- 
ysis occurring  subsequent  to  the  fourth 
day  post-injection  shall  be  noted  and 
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tlie  LDso  titer  caloolated  by  the  Reed 

and  Muench  Method. 

(iii)  Virus  titer  requirements  for  re- 
lease and  at  expiration  date  shall  be 
determined  for  each  vaodne  on  the 
basis  of  data  available:  Prnvidcd.  That, 
the  lowest  titer  permitted  at  expira- 
tion date  when  determined  by  this  test 
shall  be  10>'O  LDso  per  0.08  ml. 

(4)  Suckling  mice.  6  days  of  age  or 
younger,  shall  be  used  as  test  animals 
when  virus  in  vaccine  prepared  with  a 
Mffh  egir  pa888«re  Flury  Strain  of  rabies 
virus  is  titrated. 

(i)  Six  to  twelve  mice  shall  be  used 
for  each  dilution.  £«ach  shall  be  in- 
jected intracerebrally  with  0.02  ml. 

(11)  The  Injected  suckling  mice  shall 
be  observed  each  day  for  21  days. 
Deaths  and  paralysis  occurring  subse- 
quent to  the  fourth  day  post-injection 
shall  be  noted  and  the  LD50  titer  cal- 
culated by  the  Reed  and  Muench  Meth- 
od; and 

(iii)  Vims  titer  requirements  for  re- 
lease and  at  expiration  date  shall  be 

determined  for  each  vaccine  on  the 
basis  of  data  available:  Provided,  That, 
the  lowest  titer  permitted  at  expira- 
tion date  when  determined  by  this  test 
shall  be  lO^o  IjDso  per  0.02  ml. 

[39  FR  44721.  Dec.  27.  1974.  as  amended  at  40 
FR  20067.  May  8.  1975;  42  FR  6795,  Feb.  4.  1977; 
48  FR  49639.  Oct.  24. 1978;  60  PR  20090.  May  14, 
1985:  50  FR  23797.  June  6,  1985.  Redesit-nated 
at  55  FR  35562.  Auir.  31.  1990,  as  amended  at  56 
FR  66784.  66786.  Dec.  26.  1901;  61  FR  S1823, 
Jane  21. 1996] 

Slia^lS  MmsIm Vaodne. 

Measles  Vaccine  shall  be  prepared 

from  virus-bearing  cell  culture  fluids. 
Only  Master  Seed  Virus  which  ha.s  been 
established  as  pure,  safe,  and 
Immunoirenic  shall  be  used  for  pre* 
paring  the  production  seed  virus  for 
vaccine  production.  All  serials  of  vac- 
cine shall  be  prepared  from  the  first 
throuerh  the  fifth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  general  requirements 
prescribed  in  $113,300.  Bach  lot  of  Mas^ 
ter  Seed  Vims  shall  meet  the  special 
requirements  prescribed  in  this  sec- 
tion. 

(b)  To  detect  virulent  canine  dis- 
temper virus,  each  of  two  canine  dis- 
temper susceptible  ferrets  shall  be  in- 


jected with  a  sample  of  the  Master 

Seed  Virus  equivalent  to  the  amount  of 
virus  to  be  used  in  one  dotr  dose  and  ob- 
served each  day  for  21  days.  If  undesir- 
able reactions  occur  in  either  ferret, 
the  lot  of  Master  Seed  Vims  is  unsatiB- 
factory. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  tdiall  be 

tested  for  immunogenicity.  The  se- 
lected virus  dose  from  the  lot  of  Master 
Seed  Virus  shall  be  established  as  fol- 
lows: 

(1)  Twenty-five  dogs,  less  than  12 

weeks  of  age  and  free  of  measles  anti- 
body, shall  be  used  as  test  animals  (20 
vaccinates  and  five  controls).  Blood 
samples  shall  be  drawn  from  these  ani- 
mals and  individual  serum  samples 
tested.  The  dogs  shall  be  considered 
susceptible  if  the  results  are  negative 
at  a  1:2  final  serum  dilution  in  a  vary- 
ing serum-constant  virus  neutraliza- 
tion test  with  less  than  500 ID50  of  mea- 
sles virus. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  Is  conducted. 
Twenty  dogs  shall  be  vaccinated  with  a 
predetermined  quantity  of  vaccine 
virus  and  the  remaining  five  dogs  held 
as  unvaccinated  controls.  To  confirm 
the  dosage  calculations,  five  reiOioate 
virus  titrations  shall  be  conducted  on  a 
sample  of  the  vaccine  virus  dilution 
used. 

(3)  On  the  day  of  challenge,  serum 
samples  shall  be  obtained  from  each 
vaccinate  and  individually  tested  for 
antibody  against  canine  distemper 
virus.  For  a  valid  test,  each  vaccinate 
shall  be  negative  at  a  1:4  final  serum 

dilution  in  varying  serum-constant 
virus  neutralization  test  using  less 
than  500  IDso  of  canine  distemper  vims. 

(4)  At  least  21  days  postinoculation, 

the  immunity  of  the  vaccinates  and 
controls  shall  be  challenged  by  expo- 
sure to  a  uniform  dose  of  aerosolized 
virulent  canine  distemper  virus.  All 
test  dogs  shall  be  observed  daily  for  21 
days  postchallenge. 

(i)  If  at  least  4  of  the  5  couUois  do 
not  die  or  show  signs  of  distemper,  in- 
eluding  a  temperature  of  104.0  °P.  or 
higher  and  at  least  15  percent  weight 
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loss,  the  test  Is  iucouclosive  and  may 
be  rejpeated. 

(11)  If  at  least  19  of  the  20  vaccinates 
do  not  snrvlve  without  showing-  a  tem- 

peraturp  of  104.0  °F.  nr  hierher  and  a 
weight  loss  exceeding  15  percent  after 
day  8  postchallenge,  the  Master  Seed 
VlroB  iB  nnBatlafftCtory. 

(5)  When  approved  In  advance  by  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice, a  sequential  test  procedure  may  be 
used  in  Ueu  of  the  20  dog  requirement. 
A  beta  value  of  0.05  and  a  tolerance 
level  of  0.78  shall  be  reQUlred. 

(6)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenlcity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  five  vaccinates 
and  live  controls  need  to  be  used  In  the 
retest;  Provided.  That  five  of  five  vac- 
cinates and  at  least  four  of  the  controls 
Shall  meet  the  criteria  prescribed  in 
this  section. 

(7)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Sdrvloe. 

(d)  Test  requirements  for  release: 
Each  serial  and  subserlal  shall  meet 
the  general  requirements  prescribed  in 
§113.300  and  the  requirements  in  this 
paragraph.  Final  container  samples  of 
completed  product  shall  be  tested.  Any 
serial  or  subserial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(1)  Safetu  teats.  The  dog  safety  test 

prescribed  in  §113.40  and  the  mouse 
safety  test  prescribed  in  S113.33(a)  shall 
be  conducted. 

(2)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(c)c2;  of  this  section.  To  be  eli^rible  for 
release,  each  serial  and  each  subserial 
shall  have  a  virus  titer  sufll<dently 
greater  than  the  titer  of  the  vaccine 
virus  used  in  the  immunogenicity  test 
prescribed  in  paragraph  (c;  of  this  sec- 
tion to  assure  that  when  tested  at  any 
time  within  the  expiration  period,  each 
serial  and  subserial  shall  have  a  virus 
titer  of  10^ '  greater  than  that  used  in 


the  immunogenicity  test  but  not  less 

than  10^  "'  IDm*  per  dose. 

[40  FR  53001,  Nov.  14.  1975.  as  amended  at  43 
FR  49629,  Oct.  34,  1978;  48  FR  83972,  July  22, 

1983   RedesiM-naled  at  55  FR  35562,  Aug.  31,  - 
1990,  as  amended  at  56  FR  66784,  66786,  Dec. 
26, 19911 

§113.314   Feline  Calicivirus  Vaccine. 

Feline  Calicivirus  Vaccine  shall  be 
prepared  from  virus-bearing  ceU  cul- 
ture fluids.  Only  Master  Seed  Virus 
which  has  been  established  as  pure, 
safe,  and  immunogenic  shall  be  used 
for  preparing  the  production  seed  virus 
for  vaccine  production.  All  serials  of 
vaccine  shall  be  prepared  from  the  first 
through  the  fifth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  general  requirements 
prescribed  in  §113.300. 

(b)  The  Master  Seed  Vims  flUuJl  be 
tested  for  chlamsrdlal  agents  as  pre- 
scribed in  §113.43. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunof?enicity.  The  se- 
lected virus  dose  from  the  lot  of  Master 
Seed  Virus  shall  be  established  as  fol- 
lows: 

(1)  Thirty  feline  calicivirus  suscei)- 
tible  cats  shall  be  used  as  test  animals 
(20  vaccinates  and  10  controls).  Throat 
swabs  shall  be  collected  ttom  each  cat 
and  individually  tested  on  susceptible 
cell  cultures  for  the  presence  of  feline 
calicivirus.  Blood  samples  shall  be 
drawn  and  Individual  serum  samples 
tested.  The  cats  shall  be  considered 
suitable  for  use  if  all  swabs  are  nega- 
tive for  virus  isolation  and  if  all  se- 
rums are  negative  for  calicivirus  anti- 
body at  the  1:2  final  dilution  in  a  9D 
percent  plaque  reduction  test  or  ol^er 
SN  test  of  equal  sensitivity. 

(2)  A  geometric  mean  titer  of  the 
dried  vaocdne  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted.  The 
20  cats  used  as  vaccinates  shall  be  ad- 
ministered a  predetermined  quantity  of 
vaccine  virus  by  the  method  to  be  rec- 
ommended on  the  label  and  the  re- 
maining 10  cats  shall  be  held  as  con- 
trols. To  confirm  the  dosage  calcula- 
tions,  five  replicate  virus  titrations 
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shall  be  conducted  on  a  sample  of  the 
vaccine  viras  dllntion  ased.  If  two 

(losps  ai'e  used,  five  replicate  con- 
firming titrations  shall  be  conducted 
on  each  dose. 

(3)  Twenty-one  or  more  days  after 
the  final  dose  of  vaccine,  the  vac- 
cinates and  controls  shall  each  be  chal- 
lenged intranasally  with  a  minimum  of 
100,000  TCIDso  or  plaque  forming  units 
of  vlnilent  feline  calicivinis  furnished 
or  approved  by  Animal  and  Plant 
Health  Inspection  Service  and  observed 
each  day  for  14  days  postchallenge.  The 
rectal  temperature  of  each  animal 
shall  bo  taken  and  the  prospncp  or  ab- 
sence of  clinical  sisms.  particularly  le- 
sions on  the  oral  mucosa,  noted  and  re- 
corded each  day. 

(i)  If  less  than  8  of  10  controls  show 
clinical  signs  of  feline  calicivirus  infec- 
tion other  than  fever,  the  test  is  Incon- 
closlTe  and  may  he  repeated. 

(11)  If  a  significant  difference  In  clln> 
ical  signs  cannot  be  demonstrated  be- 
tween vaccinates  and  controls  usinf?  a 
scoring  system  approved  by  Animal 
and  Plant  Health  Inspection  Service 

and  prescribed  in  the  Outline  of  Pro- 
duction, the  Master  Seed  Virus  is  un- 
satisfactory. 

(4)  The  Master  Seed  Vims  shall  be  re- 
tested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Either  10  vaccinates 
and  6  controls  or  5  vaccinates  and  S 
controls  shall  be  used  in  the  retest. 

(i)  If  less  than  5  of  6  or  3  of  3  of  the 
controls  in  the  retest  show  clinical 
slgDB  ot  feline  oaliclvims  infection 
other  than  fever,  the  test  is  Inconclu- 
sive and  may  be  repeated. 

(ii)  A  significant  difference  in  clin- 
ical signs  shall  be  demonstrated  be- 
tween vaccinates  and  controls  In  a 
valid  test  as  prescribed  in  paragraph 
(c)(3)(ii)  of  this  section. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  Teat  requirements  for  release.  Bach 
serial  and  subserlal  shall  meet  the  re- 
quirements prescribed  in  §113.300  and 
in  this  paragraph.  Final  container  sam- 
ples of  comjdeted  product  shall  be  test- 
ed. Any  serial  or  subserlal  found  unsat- 


isfactory by  a  prescribed  test  shall  not 
be  released. 

(1)  Safpty  test.  The  mouse  safety  test 
prescribed  in  §  113.33(a)  and  the  cat 
safety  test  prescribed  in  §  113.39(,b)  shall 
be  conducted. 

(2)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(c)(2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subserlal 
shall  have  a  virus  titer  sufficiently 
greater  than  the  titer  of  vaodne  vims 
used  in  the  immunogenicity  test  pre- 
scribed in  paragraph  (c)  of  this  section 
to  assure  that  when  tested  at  any  time 
within  the  expiration  period,  each  se- 
rial and  subserlal  shall  have  a  virus 
titer  of  10"  '  greater  than  that  used  in 
the  immunogenicity  test  but  not  less 
than  liP-^  TOmso  or  plaque  forming 
units  per  dose. 

[44  PR  58889,  Oct.  12.  1979:  44  FR  63083.  Nov.  2. 
1979.  as  amended  at  48  FR  3;i472.  .July  22.  1983. 
Redesignated  at  55  FR  35562,  Aug.  31.  1990.  as 
unended  at  66  FR  66784, 66786.  Dec.  96. 1881] 

6113^15  Feline  Rhinotracheitis  Vac- 
Feline  Rhinotracheitis  Vaccine  shall 
he  prepared  from  virus-bearing  cell  cul- 
ture fluids.  Only  Master  Seed  Virus 
which  has  been  established  as  pore, 
safe,  and  immunogenic  shall  be  uaed 
for  preparing  the  production  seed  virus 
for  vaccine  production.  All  serials  of 
vaccine  shall  be  prepared  ttom  the  flXBt 
through  the  fifth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  general  requirements 
prescribed  in  §  113.300. 

(b)  The  Master  Seed  Virus  .shall  be 
tested  for  chlamydial  agents  as  pre- 
scribed in  §118.48. 

(c)  Each  lot  of  Master  Seed  Vims 
used  for  vaccine  production  shall  be 
tested  for  immunogeuicity.  The  se- 
lected virus  dose  firom  the  lot  of  BCurter 
Seed  Virus  shall  be  establlahed  aa  fol- 
lows: 

(1)  Thirty  feline  rhinotracheitis  sus- 
ceptible cats  shall  be  used  as  test  ani- 
mals (-  0  icclnates  and  10  controls). 
Throat  swabs  shall  be  collected  from 
each  cat  and  individually  tested  on  sus- 
ceptible cell  cultures  for  the  presence 
of  feline  rhinotracheitis  virus.  Blood 
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samples  shall  be  drawn  and  individual 
serum  samples  tested.  The  cats  shall  be 
considered  suitable  for  use  if  all  swabs 
are  negative  for  virus  isolation  and  if 
all  serums  are  negative  for  feline 
rhinotracheitis  virus  antibody  at  the 
1:2  final  dilution  in  a  50  percent  plaque 
redactton  test  or  other  SN  test  of  eqnal 
sensitivity. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passa^re  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted.  The 
20  cats  used  as  vaccinates  shall  be  ad- 
ministered a  predetermined  quantity  of 
vacoine  virus  by  the  method  to  be  rec> 
ommended  on  the  label  and  the  re- 
maining 10  cats  shall  be  held  as  con- 
trols. To  confLrm  the  dosage  calcula- 
tions, five  replicate  viras  titrations 
shall  be  conducted  on  a  sample  of  the 
vaccine  virus  dilution  used.  If  two 
doses  are  used,  five  replicate  con- 
flxminff  titrations  shall  be  conducted 
on  each  dose. 

(3)  Twenty-one  or  more  days  after 
the  final  dose  of  vaccine,  the  vac- 
cinates and  controls  shall  each  be  ohal- 
lenged  intranasally  with  a  minimum  of 
100,000  TCIDso  or  plaque  formine  units 
of  virulent  feline  rhinotracheitis  virus 
ftuniahed  or  approved  by  Animal  and 
Plant  Health  Inspection  Service  and 
observed  each  day  for  14  days  post- 
challenge.  The  rectal  temperature  of 
each  animal  shall  be  taken  and  the 
presence  of  respiratory  or  other  clin- 
ical signs  of  feline  rhinotracheitis 
noted  and  recorded  each  day. 

(i)  If  less  than  8  of  10  controls  show 
clinical  sierns  of  feline  rhinotracheitis 
infection  other  than  fever,  the  test  is 
inconclusive  and  may  be  repeated. 

(il)  If  a  significant  difference  in  clin- 
ical signs  cannot  be  demonstrated  be- 
tween vaccinates  and  controls  using  a 
scoring  system  approved  by  Veterinary 
Services  and  prescribed  in  the  Outline 
of  Production,  the  Master  Seed  Vims  is 
unsatisfactory. 

(4)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  8  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Either  10  vaccinates 
and  6  controls  or  5  vaccinates  and  3 
controls  shall  be  used  in  the  retest. 

(i)  If  less  than  5  of  6  or  3  of  3  of  the 
controls  In  the  retest  show  clinical 


signs  of  feline  rhinotracheitis  infection 
other  than  fever,  the  test  is  inconclu- 
sive and  may  be  repeated. 

(ii)  A  significant  difference  in  clin- 
ical signs  shall  be  demonstrated  be- 
tween vaccinates  and  controls  in  a 
valid  test  as  prescribed  in  para^aph 
tc>(3)(ii)  of  this  section. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  Test  requirements  for  reletise.  Each 
serial  and  subserial  shall  meet  the  re- 
quirements prescribed  in  §113.300  and 
in  this  paragraph.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed.  Any  serial  or  subserial  found  unsat- 
isfactory by  a  ^irescribed  test  shall  not 
be  released. 

(1)  Safety  test.  The  mouse  safety  test 
prescribed  in  ||  113.33(a)  and  the  cat 
safety  test  prescribed  in  §  113.39(b)  shall 
be  conducted. 

(2)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 

shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(c)(2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subserial 
shall  have  a  virus  titer  sufficiently 
greater  than  the  titer  of  vaccine  virus 
used  in  the  immimogenicity  test  pre- 
scribed in  paragraph  (c)  of  this  section 
to  assure  that  when  tested  at  any  time 
within  the  expiration  period,  each  .se- 
rial and  subserial  shall  have  a  virus 
titer  of  100-7  greater  than  that  used  in 
the  immunogenicity  test  but  not  less 
than  102  f>  TCIDso  or  plaque  forming 
units  per  dose. 

[44  FR  58899,  Oct.  12,  1979,  as  amended  at  48 
FR  334T2.  July  22.  l9B3.  Redeaignated  at  56  FR 

Autx.  31.  1990,  as  amended  at  66  FR 
66784,  68786,  Dec.  26. 1991] 

§11.3.316  Canine  Pandnfluensa  Vac- 
cine. 

Canine  Parainfluenza  Vaccine  shall 
be  prepared  from  virus-bearing  cell  cul- 
ture fluids.  Only  Master  Seed  which 
has  been  established  as  pure,  safe,  and 
immunogenic  shall  be  used  for  pre- 
paring seeds  for  vaccine  production.  All 
serials  of  vaodne  shall  be  prepared 
from  the  first  through  the  fifth  paasa^re 
from  the  Blaster  Seed. 
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Ca)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  1118.800  and  the  require- 
ments in  this  section. 

(b)  Each  lot  of  Master  Seed  shall  be 
tested  for  immunogenicity.  The  se- 
lected virus  dose  shall  be  established  as 
follows: 

(1)  Twenty-five  canine  parainfluenza 
susceptible  dogs  (20  vaccinates  and  5 
controls)  shall  be  used  as  test  animals. 
Nasal  swabs  shall  be  collected  from 
each  dog  on  the  day  the  first  dose  of 
vaccine  is  administered  and  individ- 
ually tested  on  susceptible  cell  cul- 
tures for  the  presence  of  canine 
parainfluenza  virns.  Blood  samples 
shall  also  be  drawn  and  individual 
semm  samples  tested  for  neutralizing 
antibody.  Dogs  shall  be  considered  sus- 
ceptible if  all  swabs  are  negrative  for 
virus  isolation  and  if  all  seriuns  are 
negative  for  canine  parainfloenza  anti- 
body at  a  1:2  final  dilution  in  a  con- 
stant virus-varying  serum  neutraliza- 
tion test  using  50  to  300  TCIDso  of  ca- 
nine parainfluenza  vims. 

(2)  A  geometric  mean  titer  of  vaodne 
produced  at  the  highest  passage  from 
the  Master  Seed  shall  be  established 
before  the  Immxmogenlclty  test  is  con- 
ducted. The  20  dogs  used  as  vaccinates 
shall  be  administered  a  predetermined 
quantity  of  vaccine  virus.  Five  rep- 
licate vims  tltratlonB  shall  be  con- 
ducted on  a  sample  of  the  vaccine  virus 
dilution  used  to  confirm  the  dosage  ad- 
ministered. If  two  doses  are  used,  five 
replicate  confirming  titratdons  shall  be 
conducted  on  each  dose. 

(3)  Three  to  4  weeks  after  the  final 
dose  of  vaccine,  all  dogs  shall  be  bled 
for  serum  antibodies  and  nasal  swabs 
shall  be  collected  for  canine 
parainfluenza  virus  isolation.  On  the 
same  day,  all  vaccinates  and  controls 
shall  be  challenged  with  canine 
parainfluenza  virus  furnished  or  ap- 
proved by  Animal  and  Plant  Health  In- 
spection Service. 

(4)  The  rectal  temperature  of  each 
dog  shall  be  taken  and  the  presence  of 
respiratory  or  other  clinical  signs  of 
canine  parainfluenza  virus  infection 
noted  and  recorded  each  day  for  14  con- 
secutive days  postchallenge.  Nasal 
swabs  shall  be  collected  from  each  dog 
each  day  for  at  least  10  consecutive 
days  postchallenge.  Individual  swabs 


shall  be  tested  for  virus  isolation  by 
culture  in  canine  parainfluenza  virus 
susceptible  cells  for  at  least  7  days.  Re- 
sults shall  be  evaluated  according  to 
the  following  criteria: 

(i)  If  five  of  five  controls  have  not  re- 
mained seronegative  at  a  final  serum 
dilution  of  1:2  during  the  prechallenge 
period,  the  test  is  inconclusive  and 
may  be  repeated. 

(ii)  If  more  than  one  vaccinate  shows 
febrile  response,  respiratory  or  other 
clinical  signs  of  canine  parainfluenza 
virus  infection;  or,  if  less  than  19  of  20 
vaccinates  show  serum  neutralization 
titers  of  1:4  or  greater;  or,  if  there  is 
not  a  significant  reduction  in  vims  iso- 
lation rate  in  vaccinates  when  com- 
pared with  controls,  the  Master  Seed  is 
unsatisfactory. 

(5)  The  Master  Seed  shall  be  re  tested 
for  Immimogenlclty  in  8  srears  unless 
use  of  the  lot  previously  tested  is  dis- 
continued. Only  five  vaccinates  and 
five  controls  need  to  be  used  in  the 
retest:  Provided,  That  five  of  five  vac- 
cinates and  five  of  five  controls  shall 
meet  the  criteria  prescribed  in  psra^ 
graph  <b)(4)  of  this  section. 

(6)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(c)  Test  requirements  for  reletise.  Each 
serial  and  subserlal  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.300  and  the  require- 
ments in  this  paragraph.  Any  serial  or 
subseriai  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(1)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 
(hM2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subseriai 
shall  have  a  virus  titeit  sufficiently 
greater  than  the  titer  of  vacdne  virus 
used  in  the  immunogenicity  test  pre- 
scribed in  paragraph  (b)  of  this  section 
to  assure  that,  when  tested  at  any  time 
within  the  expiration  period,  each  se- 
rial and  subseriai  shall  have  a  virus 
titer  at  least  10""  erreater  than  that 
used  in  the  immunogenicity  test  but 
not  less  than  10*-^  'IVUho  per  dose. 
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(2)  [Reserved] 

[50  FR  436.  Jan.  4.  1985.  Redesignated  at  55 
FR  35562.  Aug.  31.  1990,  as  amended  al  56  FR 
08784, 68786,  Dec.  26, 1991] 

§113.317    Parvovirus  Vaccine  (Canine). 

Parvovirus  Vaccine  recommended  for 
QBe  in  dogs  shall  be  prepared  from 

virus-bearing  cell  culture  fluids.  Only 
Master  Seed  which  has  been  estab- 
lished as  pure,  safe,  and  immunogenic 
ahAll  he  used  for  prepartng  seeds  for 
vaccine  production.  All  serials  of  vac- 
cine shall  be  prepared  from  the  first 
through  the  fifth  passage  from  the 
MeuBter  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  §113.300  and  the  require- 
ments In  this  section. 

(b)  The  Master  Seed  shall  be  tested 
for  reversion  to  virulence  in  dogs  using 
a  method  acceptable  to  Animal  and 
Plant  Health  Inspection  Service.  If  a 
significant  increase  in  virulence  is  seen 
within  five  backpassagres,  the  Master 
Seed  is  unsatisfactory. 

(c)  Bach  lot  of  Master  Seed  shall  be 
tested  for  immunogenicity.  The  se- 
lected virus  dose  shall  be  established  as 
follows: 

(1)  Twenty-five  canine  parvovirus 

susceptible  dogs  (20  vaccinates  and  5 
controls)  shall  be  used  as  test  animals. 
Blood  samples  drawn  from  each  dog 
shall  be  individually  tested  for  neutral- 
ising antibody  against  canine 
parvovirus  to  determine  susceptibility. 
Dogs  shall  be  considered  susceptible  if 
there  is  no  neutralization  at  a  1:2  final 
serum  dilution  in  a  constant  virus- 
varying  serum  neutralization  test  in 
cell  culture  using  SO  to  300  TClDso  of 
oanine  parvovirus. 

(2)  A  geometric  mean  titer  of  the  vac- 
cine produced  at  the  highest  passage 
from  the  Master  Seed  shall  be  estab- 
liflbed  before  the  immuncHrenlcity  test 
is  conducted.  The  20  dogs  used  as  vac- 
cinates shall  be  administered  a  pre- 
determined quantity  of  vaccine  virus 
by  the  method  recommended  on  the 
label.  To  confirm  the  dosage  calcula- 
tions, five  replicate  virus  titrations 
shall  be  conducted  on  a  sample  of  the 
vaccine  virus  dilution  used.  If  two 
doses  are  used,  five  replicate  con- 
firming titrations  shall  be  conducted 
on  each  dose. 


(3)  Fourteen  days  or  more  after  the 
final  dose  of  vaccine  the  vaccinates  and 
the  controls  shall  be  challenged  with 
virulent  canine  parvovirus  furnished  or 
approved  by  Animal  and  Plant  Health 
Inspection  Service  and  the  dogs  ob- 
served each  day  for  14  dasrs.  Rectal 
temperature,  blood  lymphocyte  count, 
and  feces  for  viral  detection  shall  be 
taken  from  each  dog  each  day  for  at 
least  10  days  postchallenge  and  the 
presence  or  absence  of  clinical  signs 

noted  and  recorded  each  day. 

(i)  The  immunogenicity  of  the  Mas- 
ter Seed  shall  be  evaluated  on  the  fol- 
lowing criteria  of  infection:  tempera- 
ture >103.4  '  F:  lymphopenia  of  >50  per- 
cent of  prechallen^e  normal:  clinical 
signs  such  as  diarrhea,  mucus  in  feces, 
or  blood  in  feces;  and  viral 
hemagglutinins  at  a  level  of  >1:64  in  a 
1:5  dilution  of  feces  or  a  test  of  equal 
sensitivity.  K  at  least  80  percent  of  the 
controls  do  not  show  at  least  three  of 
the  four  criteria  of  infection  during  the 
observation  period,  the  test  is  incon- 
clusive and  may  be  repeated. 

(ii)  If  at  least  19  of  the  20  vaccinates 
do  not  survive  the  observation  period 
without  showing  more  than  one  cri- 
terion of  infection  described  in  para- 
graph (cK3)(i),  of  this  section,  the  Mas- 
ter Seed  is  unsatisfactory. 

(4)  The  Master  Seed  shall  be  retested 
for  immunogenicity  in  3  years  unless 
use  of  the  lot  iireviously  tested  is  dis- 
continued. Five  susceptible  dogs  (four 
vaccinates  and  one  control)  may  be 
used  in  the  retest.  Susceptibility  shall 
be  determined  in  the  manner  provided 
in  paragraph  (c)(1)  of  this  section. 

(i)  Each  vaccinate  shall  be  adminis- 
tered a  predetermined  quantity  of  vac- 
cine virus  as  provided  in  paragraph 
(c)(2)  of  this  section. 

(ii)  Fourteen  to  21  days  after  the  last 
vaccination,  a  second  serum  sample 
shall  be  drawn  from  each  doy  mnd  test- 
ed for  neutralizing  antibody  to  canine 
parvovirus  in  the  same  manner  used  to 
determine  susceptibility. 

(ill)  If  the  control  has  not  remained 
seronegative  at  1:2,  the  test  is  incon- 
clusive and  may  be  repeated. 

(iv)  If  three  of  the  four  vaccinates  in 
a  valid  test  do  not  develop  titers  of  at 
least  1:16  final  serum  dilution,  and  the 
remaining  vaccinate  does  not  develop  a 
titer  of  at  least  1:8,  the  Master  Seed  is 
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unsatisfactory,  except  as  provided  in 
pcuragraph  (c)(4)(v)  of  this  section. 

(v)  If  the  results  of  a  valid  SN  test 
are  unsatisfactory,  the  vaccinates  and 
the  control  may  be  challengred  as  pro- 
vided in  paragraph  (c)(3)  of  this  sec- 
tion. If  at  least  three  of  the  four  cri- 
teria of  infection  aie  not  shown  in  the 
control  dog,  the  test  Is  inoondusiye 
and  may  be  repeated,  ezoeiyt  that  If  any 
of  the  vaccinates  show  more  than  one 
criterion  of  infection,  the  Master  Seed 
Is  nnsatisfiskctory. 

( f) )  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113^00  and  the  require- 
ments in  this  paragraph.  Any  serial  or 
subserial  found  unsatisfactory  by  a 
preaorihed  test  Shall  not  be  released. 

(1)  Vifn»  Uter  reouirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  using  the 
titration  method  used  in  paragraph 

(C)(2)  of  this  aection.  To  be  eligrible  for 
release,  each  serial  and  each  subserial 
shall  have  a  virus  titer  sufficiently 
greater  than  the  titer  of  vaodne  used 
in  the  immunogenicity  test  in  para- 
graph (c)  of  this  section  to  assure  that, 
when  tested  at  any  time  within  the  ex- 
piration period,  each  serial  and  sub- 
serial  shall  have  a  virus  titer  of  10°'^ 
greater  than  that  used  in  the 
immunogenicity  test,  but  not  less  than 
lOs-s  1D50  per  dose. 

[50  FR  496,  Jan.  4.  1965.  Redesignated  at  55 

FR  35562.  Aug.  31.  1990.  as  amended  at  56  FR 
66784.  66786.  Dec.  26.  Id91] 

I118JI18  PSeudorabies  Vaceiiie. 

Pseudorabies  Vaccine  shall  be  pre- 
pared from  virus-bearing  cell  culture 
iluids.  Only  Master  Seed  which  has 
been  established  as  pure,  safe,  and 
immunogenic  shall  be  used  for  pre- 
paring seeds  for  vaccine  production.  All 
serials  of  vaccine  shall  be  prepared 
firom  the  first  through  the  fifth  passage 
from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  general  requirements  pre- 
scribed in  1113.900  and  the  require- 
ments in  this  section. 


(b)  Each  lot  of  Master  Seed  shall  be 
tested  for  immunogenicily.  The  se- 
lected vims  dose  shall  be  established  as 

follows: 

(1)  Twenty-five  pseudorabies  suscep- 
tible pigs  (20  vaccinates  and  5  controls) 

of  the  youn^^est  age  for  which  the  vac- 
cine is  recommended,  shall  be  used  as 
test  animals.  Blood  samples  shall  be 
taken  tcom  each  pig  and  the  sentms  in- 
activated and  individually  tested  for 
neutralizing  antibody  against 
pseudorabies  virus.  Pigs  shall  be  con- 
sidered susceptible  if  there  is  no  nen- 
tralization  at  a  1:2  final  serum  dilution 
in  a  constant  virus- vary ini^  serum  neu- 
tralization test  using  50  to  300  TCID50 
pseudorabies  vims. 

(2)  A  geometric  mean  titer  of  the  vac- 
cine produced  at  the  highest  passage 
from  the  Master  Seed  shall  be  estab- 
lished before  the  immunogenicity  test 
is  conducted.  The  20  pigs  used  as  vac- 
cinates shall  be  administered  a  pre- 
determined quantity  of  vaccine  virus 
by  the  method  reconunended  on  tb» 
label.  To  confirm  the  dosage  adminis- 
tered, five  replicate  viru.s  titrations 
shall  be  conducted  on  a  sample  of  the 
▼acoine  virus  dilution  used. 

(3)  Fourteen  to  28  days 
postvaccination,  the  vaccinates  and 
controls  shall  be  challenged  with  viru- 
lent pseudorabies  virus  ftimiShed  or  ap- 
proved by  Animal  and  Plant  Health  In- 
spection Service  and  observed  each  day 
for  14  days. 

(i)  If  at  least  four  of  the  five  controls 
do  not  develop  severe  central  nervous 
system  signs  or  die.  the  test  is  incon- 
clusive and  may  be  repeated. 

(ii)  If  at  least  19  of  the  20  vaccinates 
in  a  valid  test  do  not  remain  free  of 
signs  of  pseudorabies,  the  Master  Seed 
is  unsatisfactory. 

(4)  The  Master  Seed  shall  be  retested 
for  immunogenicity  in  3  years  unless 
use  of  the  lot  is  discontinued.  Only  five 
vaccinates  and  five  controls  need  to  be 
used  in  the  retest.  Susceptibility  and 
age  requirements  .shall  be  as  provided 
in  paragraph  (b)(1)  of  this  section. 

(ii)  Fourteen  to  28  days 
postvaccination.  a  blood  sample  shall 
be  taken  from  each  pijx  and  the  serum 
inactivated  and  tested  lor  neutralizing 
antibody  to  pseudorabies  virus  by  the 
same  method  used  to  determine  sosoep- 
tiblUty. 
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fiii)  If  the  five  controls  have  not  re- 
mained seronegative  at  1:2,  the  test  is 
inoonclnsive  and  may  be  repeated. 

(Iv)  If  at  least  four  of  the  five  vac- 
cinates in  a  valid  test  have  not  devel- 
oped titers  of  1:8  final  serum  dilution 
or  greater  and  the  remaining  vaccinate 
a  titer  of  1:4  or  greater,  the  Master 
Seed  is  unsatisfactory,  except  as  pro- 
vided in  pai'agrapli  (b)(4>(.v). 

(V)  If  the  results  of  a  valid  nentraliza- 
tion  test  are  unsatisfiactory,  the  vac- 
cinates and  controls  may  be  challenged 
as  provided  in  paragraph  (b)(3)  of  this 
section.  If  at  least  four  of  five  controls 
do  not  develop  severe  central  nervous 
system  sierns  or  die,  the  test  is  incon- 
clusive and  may  be  repeated.  If  all  five 
of  the  vaccinates  in  a  valid  test  do  not 
remain  tree  of  signs  of  psendorabies, 
the  Master  Seed  is  unsatisfactory. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(c)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.300  and  the  require- 
ments in  this  paragraph. 

(2)  Virtu  titer  reouirements.  Final  con- 
tainer samples  of  completed  inoduct 
shall  be  titrated  by  the  method  used  in 
paragraph  (b)(2)  of  this  section.  To  be 
eligible  for  release,  each  serial  and  sub- 
serial  shall  have  a  virus  titer  suffi- 
ciently greater  than  the  titer  of  the 
vaccine  used  in  the  immunogenicity 
test  inrescribed  In  paragraph  (b)  of  this 
section  to  assure  that,  when  tested  at 
any  time  within  the  expiration  period, 
each  serial  and  subserial  shall  have  a 
virus  titer  at  least  10.°  '^  greater  than 
that  used  in  the  immunogenicity  test, 
but  not  less  than  10>*^  TdDso  per  dose. 

[50  FR  437,  Jan.  4,  1985.  Redesiprnated  at  55 
FR  3ABe2,  Au«.  31,  1990,  as  amended  at  56  FR 
667M,  06786.  Dec.  26, 1991] 

§§113.31»-1 13.324  [Reserved] 

§113,325   AWan  Enoephalomyelitis 

Vaccine. 

Avian  Encephalomyelitis  Vaccine 
shall  be  prepared  from  virus-bearing 

tissues  or  fluids  from  embryonated 
chicken  eggs.  Only  Master  Seed  Virus 
which  has  been  established  as  pure, 


§113.325 

safe,  and  immunogenic  in  accordance 
with  the  requirements  in  paragraphs 
(a),  (b),  and  (c)  of  this  section  shall  be 
used  for  preparing  the  production  seed 
virus  for  vaccine  production.  All  serials 
shall  be  prepared  from  the  first 
through  the  fifth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 
in  §113.300  and  the  requirements  pre- 
scribed in  this  section. 

(b)  Each  lot  of  Master  Seed  Virus 
shall  be  tested  for  pathogens  by  the 
chicken  embryo  inoculation  test  pre- 
scribed in  §113.37,  except  that,  if  the 
test  is  inconclusive  because  Of  a  vac- 
cine virus  override,  the  test  may  he  re- 
peated and  if  the  repeat  test  is  incon- 
clusive for  the  same  reason,  the  chick- 
en  inoculation  test  proscribed  in  §113.36 
may  be  conducted  and  the  virus  judged 
accordingly. 

(c)  Bach  lot  of  Master  Seed  Virus 
shall  be  tested  for  immunogenicity  and 
the  selected  virus  dose  to  be  used  shall 
be  established  as  follows: 

(1)  Avian  encephalomyelitis  suscep- 
tible chickens,  all  of  the  same  age 
(eight  weeks  or  older)  and  from  the 
same  source,  shall  be  used.  Twenty  or 
more  chickens  shall  be  used  as  vac- 
cinates for  each  method  of  administra- 
tion recommended  on  the  label.  Ten 
additional  chickens  of  the  same  age 
and  fh)m  the  same  source  shall  be  held 
as  unvaccinated  controls. 

(2)  A  geometric  mean  titer  of  the  vac- 
cine produced  from  the  highest  passage 
of  the  Master  Seed  Virus  shall  be  es- 
tablished before  the  immunogenicity 
test  is  conducted.  Each  vaccinate  shall 
receive  a  predetermined  quantity  of 
vaccine  virus.  Five  replicate  virus  ti- 
trations shall  be  conducted  on  an  ali- 
quot of  the  vaccine  virus  to  confirm 
the  amount  of  virus  administered  to 
each  chicken  used  in  the  teat.  At  least 
three  appropriate  (not  to  exceed  ten- 
fold) dilutions  shall  be  used  and  the 
test  conducted  as  follows: 

(i)  For  ea<!!h  dilution,  inoculate  at 
least  10  embryos,  5  or  6  days  old,  in  the 
yolk  sac  with  0.2  ml  each.  Twenty  simi- 
lar embryos  obtained  from  the  same 
source  shall  be  kept  as  uninoculated 
negative  controls.  Disr^ard  all  deaths 
during  the  first  48  hours  post-inocula- 
tion. 
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(ii)  Eggs  for  each  dilution  shall  be 
kept  in  separate  containers  and  al- 
lowed to  hatch.  Sufficient  precaution 
siiall  be  taken  to  assure  that  chickens 
from  each  dilution  remain  separated. 
To  be  a  valid  test,  at  least  75  percent  of 
the  uninoculated  e^gs  shall  hatch. 

(iii)  On  the  third  day  after  normal 
hatching  time,  count  all  unhatched 
eggs  and  all  dead,  paralyzed  and  ataxic 
chickens  as  positive  evidence  of  viral 
infection. 

(iv)  A  satisfactory  titration  shall 
have  at  least  one  dilution  with  between 
50  and  100  percent  positives  and  at  least 
one  dilut  ion  with  between  50  and  0  per- 
cent positives. 

(V)  Calculate  the  EIDso  by  the 
Spearman-Karber  or  Reed-Muench 
method. 

(3)  At  least  21  days  post-vaccination, 
the  vaccinates  and  the  controls  shall 
be  challenged  intracerebrally  with  a 
virulent  avian  encephalomyelitis  virus 
and  observed  each  day  for  21  days. 

(4)  If  at  least  80  percent  of  the  con- 
trols do  not  show  signs  of  avian 
encephalomyelitis  or  die.  the  test  is  in- 
conclusive and  may  be  repeated.  If  at 
least  19  of  ao,  or  27  of  30,  or  86  of  40  of 
the  vaccinates  in  each  group  do  not  re- 
main free  from  clinical  signs  of  avian 
encephalomyelitis  during  the  observa- 
tion period,  the  Master  Seed  Virus  is 
unsatisfactory. 

(5)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenic!  ty  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  one  method  of  ad- 
ministration recommended  on  the  label 
need  be  used  in  the  retest.  The  vac- 
cinates and  the  controls  shall  meet  the 
criteria  prescribed  in  paragraph  (cX4) 
of  this  section. 

(6)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  After  a  lot  of  Master  Seed  Virus 
has  been  established  as  prescribed  in 
paragraphs  (a),  (b).  and  (c)  of  this  sec- 
tion, each  serial  and  subserial  shall 
meet  the  applicable  requirements  in 
§113.300  and  the  requirements  pre- 
scribed in  this  paragraph. 

(1)  Final  container  samples  from 
each  serial  shall  be  tested  for  patho- 
gens by  the  chicken  embryo  inocula- 


tion test  prescribed  in  §113.37,  except 
that,  if  the  test  is  Inconclusive  because 

of  a  vaccine  virus  override,  the  chicken 
inoculation  test  prescribed  in  §113.36 
may  be  conducted  and  the  vaccine 
lodged  accordingly. 

(2)  Safety  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  safety  as  follows: 

(i)  At  least  25  AE  susceptible  birds  (6 
to  10  weeks  of  age)  shall  be  vaccinated 
with  the  equivalent  of  10  doses  by  each 
of  all  routes  recommended  nn  f  he  label 
and  be  observed  each  day  foi  21  days. 

<il)  If  unfavorable  reactions  attrib- 
utable to  the  biological  product  occur 
during  the  observation  period,  the  se- 
rial is  unsatisfactory.  If  unfavorable 
reactions  occur  which  are  not  attril^- 
utable  to  the  product,  the  test  shall  be 
declared  inconclusive  and  repeated,  ex- 
cept that,  if  the  Lest  is  not  repeated, 
the  serial  shall  be  unsatisfactory. 

(3)  Virus  Uter  regulrements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  usinsr  the 
titration  method  used  in  paragraph 
(c)(2)  of  this  section.  To  be  eligible  for 

release,  each  .serial  and  each  subserial 
shall  have  a  virus  titer  sufficiently 
greater  than  the  titer  of  vaccine  virus 
used  in  the  immunogenlcity  test  pre- 
scribed in  paragraph  (c)  of  this  section 
to  assure  that  when  tested  at  any  time 
within  the  expiration  period,  each  se- 
rial and  subserial  shall  have  a  virus 
titer  of  10>>*'  greater  than  that  used  in 
such  immunogenlcity  test  but  not  less 
than  10^  EIDso  per  dose. 

(39  FR  44723.  Dec.  27,  1974,  as  amended  at  40 
FR  18405.  Apr.  28,  1975;  40  PR  41089,  Sept.  5, 
1975:  42  FR  43617.  Aug.  30,  1977;  48  FR  33473, 
July  22,  1983.  Redesif^nated  at  55  FR  35662, 
Aug.  31.  1990.  as  amended  at  56  FR  68784. 
06786.  Dec.  36. 1991] 

§  113.326   Avian  Pox  Vaccine. 

Fowl  Pox  Vaccine  and  Pigeon  Pox 
Vaccine  shall  be  prepared  ttom  virus- 
bearing  cell  culture  fluids  or 
embryonated  chicken  eggs.  Only  Mas- 
ter Seed  Virus  which  has  been  estab- 
lished as  pure,  safe,  and  Immunogenic 
in  accordance  with  the  requirements  in 
paragraphs  (a),  (b).  and  fc)  of  this  sec- 
tion shall  be  used  for  preparing  the 
production  seed  virus  for  vaodne  pro- 
duction. All  serials  shall  be  pirepared 
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from  the  first  through  the  fifth  passage 
from  the  Master  Seed  Virus. 

(a)  The  Master  Seed  Vims  shall  meet 
the  applicable  requirements  prescribed 

in  §113.300  except  paragraph  (c)  of  this 
section  and  shall  meet  the  require- 
ments prescribed  in  this  section. 

(h)  Bach  lot  of  Master  Seed  Virus 

shall  be  tested  for  pathopens  by  the 
chicken  inoculation  test  prescribed  in 
§113.36. 

(c)  Each  lot  of  Master  Seed  Vims 

shall  be  tested  for  immunogenicity  and 
the  selected  virus  dose  to  be  used  shall 
be  established  as  follows: 

(1)  Fowl  pox  susceptible  hlrds  all  of 
the  same  age  and  from  the  same 
source,  shall  be  used  as  test  birds. 
Twenty  or  more  birds  shall  be  used  as 
▼acdnates  for  each  method  of  adminis- 
tration recommended  on  the  label.  Ten 
additional  birds  of  the  same  age  and 
from  the  same  source  as  the  vaccinates 
shall  be  held  as  unvacclnated  controls. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted. 
Each  vaccinate  shall  receive  a  pre- 
determined quantity  of  vaccine  virus. 
Five  replicate  vims  titrations  shall  be 
conducted  on  an  aliquot  of  the  vaccine 
virus  to  confirm  the  amount  of  \'irus 
administered  to  each  bird  used  in  the 
test.  At  least  three  appropriate  (not  to 
exceed  tenfold)  dilutions  shall  be  used 
and  the  test  conducted  as  follows: 

(i)  For  each  dilution,  inoculate  at 
least  five  embryos,  9  to  11  days  old,  on 
the  chorloaUaatoio  membrane  with  at 
least  0.2  ml  each.  Disreg-ard  all  deaths 
during  the  first  24  hours  post-inocula- 
tion. To  be  a  valid  test,  at  least  four 
embryos  in  each  dilution  shall  remain 
viable  beyond  24  hours. 

(ii)  Examine  the  surviving  embryos 
for  evidence  of  infection  5  to  7  days 

post-inoculation. 

(iii)  A  satisfactory  titration  shall 
have  at  least  one  dilution  with  between 
50  and  100  percent  positives  and  at  least 
one  dUntion  with  between  50  and  0  per- 
cent positives. 

(iv>  Calculate  the  EID.,.  by  the 
Spearman-Karber  or  Reed-Muench 
method. 

(3)  Fourteen  to  twenty-one  days  post- 
vaccination,  all  vaccinates  and  con- 


trols shall  be  challentred  by  the  wing 
web  method  and  observed  each  day  for 
10  days.  If  the  wing  web  method  was 
used  for  vaccination,  the  opposite  wing 

(E^ll  be  used  for  challenge.  Challenge 
virus  shall  be  provided  or  approved  by 
Animal  and  Plant  Health  Inspection 
Service. 

(4)  If  at  least  90  percent  of  the  con- 
trols do  not  develop  fowl  pox  during 
the  observation  period,  the  test  is  in- 
conclusive and  may  be  repeated.  If  at 
least  19  of  20.  or  27  of  30,  or  36  of  40  of 
the  vaccinates  in  each  group  do  not  re- 
main free  from  clinical  signs  of  fowl 
pox  during  the  observation  period,  the 
Master  Seed  Virus  Is  unsatisfactory. 

(5  )  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  one  method  of  ad- 
ministration  rpoommended  on  the  label 
need  be  used  in  the  re  test.  The  vac- 
cinates and  the  controls  shall  meet  the 
criteria  prescribed  in  paragraph  (c)(4) 
of  this  section. 

(6)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  After  a  lot  of  Master  Seed  Virus 
has  been  established  as  prescribed  in 
paragraphs  (a),  (b),  and  (c)  of  this  sec- 
tion, each  serial  and  subserial  shall 
meet  the  requirements  in  §113.36,  in 
§113.300  except  paragraph  (c),  and  in 
this  paragraph. 

(1)  Safety  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial shall  be  tested.  Vaccines  rec- 
ommended foil  use  In  birds  10  days  of 
age  or  younger  shall  be  tested  in  ac- 
cordance with  paragraphs  (d>(lKi),  (ii), 
and  (ill)  of  this  section. 

(i)  Each  of  2S  susr  eptible  birds  5  days 
of  age  or  younger,  properly  identified 
and  obtained  from  the  same  source  and 

hatch,  shall  be  vaccinated  with  the 

equivalent  of  10  doses  of  vaccine  by 
each  of  all  routes  recommended  on  the 
label  and  observed  each  day  for  14  days. 
Severe  clinical  signs  or  death  shall  be 
counted  as  failures.  Two-stage  sequen- 
tial testing  may  be  conducted  if  the 
first  test  (which  then  becomes  stage 
one)  has  three  failures. 

(ii)  The  results  shall  be  evaluated  ac- 
cording to  the  following  table: 
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CuMUUTivE  Totals 


Stage 

Number  of 

birds 

Failures  for 
satisfactory 
serials 

Failures  for 
unsatisfactory 
serials 

1   

25   

2  or  less   

4  ormom. 
6or  moro. 

2 

SO 

Sorless   

(ill)  If  unfaTorable  reactions  occur 
which  are  not  attributable  to  the  prod- 
uct, the  test  shall  be  declared  inconclu- 
sive and  may  be  repeated  or,  in  lieu 
thereof,  the  serial  declared  imsatisfao- 
tory. 

(iv)  Vaccines  not  recommended  for 
use  in  birds  10  days  of  age  or  younger 
shall  be  tested  for  safety  as  follows: 
Each  of  twenty-five  3-  to  5-week-old. 
fowl-pox  susceptible  birds  shall  be  vac- 
cinated with  the  equivalent  of  10  doses 
of  vaoolne  by  each  of  all  routes  rec- 
ommended on  the  label  and  observed 
each  day  for  14  days.  If  any  of  the  birds 
show  severe  clinical  signs  of  disease  or 
death  during  the  observation  period 
due  to  causes  attributable  to  the  prod- 
uct, the  .serial  is  unsatisfactory.  If  un- 
favorable reactions  occui-  which  are  not 
attributable  to  the  product,  the  test 
shall  be  declared  inconclusive  and  may 
be  repeated  or.  in  lieu  thereof,  the  se- 
rial declared  unsatisfactory. 

(2)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  usiny-  the 
titration  method  used  in  paragraph 
(cK2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subserial 
shall  have  a  virus  titer  sufficiently 
greater  than  the  titer  of  vaccine  virus 
used  in  the  immunogeniolty  test  pre- 
scribed in  parag-raph  (c)  of  this  section 
to  as.suie  that  when  tested  at  any  time 
within  the  expiration  period,  each  se- 
rial and  subserial  shall  have  a  vims 
titer  of  lOO"^  grreater  than  that  used  in 
such  immunoK'enicity  test  but  not  less 
than  10""  EID.u  per  dose. 

[39  FR  44724,  Dec.  27,  1974,  as  amended  at  40 
Fit  18406,  Apr.  28.  1975;  40  FR  41069.  Sept.  5. 
1975:  44  FR  33051,  Juno  8.  1979:  48  FR  33473. 
July  22.  1983.  Redesignated  at  55  FR  35562, 
Aug.  81,  1990,  as  amended  at  66  FR  66784, 
66786,  Dec.  26, 1991] 

§118407  nronehitisVaoeiiie. 

Bronchitis  Vaccine  shall  be  prepared 

from  virus-bearing"  cell  culture  fluids 
or  embryonated  chicken  eggs.  Only 
Master  Seed  Virus  which  has  been  es- 


tablished as  pure.  safe.  and 
immunogenic  in  accordance  with  the 
requirements  in  paragraphs  (a),  (b),  and 
(c)  of  this  section  shall  be  used  for  pre- 
paring the  production  seed  virus  for 
vaccine  production.  All  serials  shall  be 
prepared  from  the  first  through  the 
fifth  passage  i^m  the  Master  Seed 
Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 
in  §113.300  and  the  requirements  pre- 
scribed in  this  section. 

(b)  Each  lot  of  Master  Seed  Virus 
shall  be  tested  for  pathogens  by  the 
chicken  embryo  inoculation  test  pre- 
scribed in  §113.37.  except  that,  if  the 
test  is  inconclusive  because  of  a  vac- 
cine virus  override,  the  test  may  be  re- 
peated and  if  the  repeat  test  is  inoon- 
clusivp  for  the  same  reason,  the  chick- 
en inoculation  lest  prescribed  in  §113.36 
may  be  conducted  and  the  virus  judged 
accordingly. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity  and  the  se- 
lected virus  dose  to  be  used  shall  be  es- 
tablished as  follows: 

(1)  Bronchitis  susceptible  chickens, 
all  of  the  same  age  and  from  the  same 
source,  shall  be  used  in  the  vlrus-r<pov- 
ery  test.  For  each  method  of  adminis- 
tration recommended  on  the  label  for 
each  serotype  against  which  protection 
is  claimed,  twenty  or  more  cMotexa 
shall  be  used  as  vaccinates.  Ten  addi- 
tional chickens  for  each  serotype 
against  which  protection  is  claimed 
shall  be  held  as  unvaccinated  controls. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  tests  are  conducted. 
Each  vaccinate  shall  receive  a  pre- 
determined quantity  of  vaccine  virus. 
Five  replicate  virus  titrations  shall  be 
conducted  on  an  aliquot  of  the  vaccine 
virus  to  confirm  the  amount  of  virus 
administered  to  each  chicken  used  in 
such  tests.  At  least  three  approved  (not 
to  exceed  tenfold"*  dilutions  shall  be 
used  and  the  test  conducted  as  follows; 

(i)  For  each  dilution,  inject  at  least 
five  embryos,  9  to  11  days  old,  in  the 
allantoic  cavity  with  0.1  ml  each. 
Deaths  occurring  during  the  first  24 
hours  shall  be  disregarded,  but  at  least 
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four  viable  embyros  in  each  dilution 
shall  survive  beyond  24  hours  of  a  valid 
test.  After  5  to  8  dasrs  incubation,  ex- 
amine the  surviving  embryos  for  evi- 
dence of  infection. 

(11)  A  satisfactory  titration  shall 
have  at  least  one  dilution  with  between 
50  and  100  percent  jiositlves  and  at  least 
one  dilution  with  between  60  and  0  per- 
cent positives. 

(ill)  Calculate  the  EIDso  by  the 
Spearman-Karber  or  Reed-Muench 
method. 

(3)  Twenty-one  to  twenty-eight  days 
post-vaccination,  all  vaccinates  and 
controls  sliaU  be  challenged  by  eye- 
drop with  virulent  bronchitis  virus.  A 
separate  set  of  vaccinates  and  controls 
shall  be  used  for  each  serotype  against 
which  protection  is  claimed.  Each  chal- 
lenge  virus  shall  bo  approved  or  pro- 
vided by  Animal  and  Plant  Health  In- 
spection Service  and  shall  titer  at  least 
lO*-*  EIDso  per  ml. 

(i)  Tracheal  swabs  shall  be  taken 
once,  5  days  post-challenge,  from  each 
control  and  vaccinate.  Each  swab  shall 
be  placed  in  a  teet  tube  containing  3  ml 
of  tryptose  phosphate  broth  and  anti- 
biotics. The  tube  and  swab  shall  be 
swirled  thoroughly  and  if  they  are  to 
be  stored,  be  immediately  firozen  and 
be  stored  at  below  -40  "C.  pending  egg 
evaluation.  For  each  chicken  swab,  at 
least  five  chicken  embryos  9  to  11  days 
old  shall  be  inocnlated  in  the  allantoic 
cavity  with  0.2  ml  each  of  broth  firom 
each  tube. 

(ii)  All  embryos  surviving  the  third 
day  post-inoculation  shall  be  used  in 
the  evalnaUcn.  except  that.  If  a  swab  is 
not  represented  by  at  least  four  em- 
bryos, the  test  of  that  swab  is  invalid 
and  the  results  Inconclusive.  A  tra- 
cheal swab  shall  be  positive  for  virus 
recovery  when  any  of  the  embryos  in  a 
valid  test  show  typical  infectious  bron- 
chitis virus  lesions,  such  as  but  not 
limited  to,  stunting,  curling,  kidney 
urates,  clubbed  down,  or  death  during 
the  4  to  7  day  post-inoculation  period. 
If  less  than  20  percent  of  the  embryos 
which  survive  the  third  day  ]>ost-inocu- 
lation  die  during  the  4  to  7  day  post-in- 
oculation  period  and  show  no  gross  le- 
sions t3npical  of  infectious  bronchitis, 
they  may  be  disregarded. 

(iii)  If  less  than  90  percent  of  the  con- 
trols are  positive  for  virus  recovery, 


the  test  is  inconclusive  and  may  be  re- 
peated. 

(iv)  If  less  than  90  percent  of  the  vac- 
cinates are  negative  for  virus  recovery, 
the  Master  Seed  Virus  Is  unsatisfac- 
tory. 

(4)  The  Master  Seed  Virus  shall  be  re- 
tested  for  Immunogenlcity  In  3  years 

unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  one  method  of  ad- 
ministration reconunended  on  the  label 
need  be  used  in  the  retest.  The  vac- 
cinates and  the  controls  shall  meet  the 
criteria  prescribed  in  paragraph  {cK3) 
of  this  section. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Aniiaal  and  Plant  Health 
Inspection  Service. 

(d)  After  a  lot  of  Master  Seed  Virus 
has  been  established  as  prescribed  in 
paragraphs  (a),  (b),  and  (c)  of  this  sec- 
tion, each  Betial  and  subserial  shall 
meet  the  applicable  requirements  in 
§113.300  and  the  requirements  pre- 
scribed in  this  paragraph,  except  that, 
if  the  vaccine  contains  more  than  one 
virus  type,  bulk  samples  taken  from 
each  type  prior  to  mixing  shall  be  used 
in  the  virus  identity  tests  prescribed  in 
§  113.300(c).  The  additional  require- 
ments in  this  paragraph  shall  also  be 
met. 

(1)  Final  container  samples  from 
each  serial  shall  be  tested  for  patho- 
gens by  the  chicken  embryo  inocula- 
tion test  prescribed  in  §113.37,  except 
that,  if  the  test  is  inconclusive  because 
of  a  vaccine  virus  override,  the  chicken 
inoculation  test  prescribed  in  §113.36 
may  ho  conducted  and  the  vaccine 
judged  accordingly. 

(2)  Safety  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed to  determine  safety  for  use  in  bron- 
chitis susceptible  young  chickens. 

(1)  Twenty-five  susceptible  ohiokens, 
5  days  of  age  or  younger,  properly  iden- 
tified and  obtained  from  the  same 
soui'ce  and  hatch,  shall  be  vaccinated 
by  the  eye-drop  method  with  the  equiv- 
alent of  10  doses  of  vac  cine  sud  ob- 
served each  day  for  21  days  post-vac- 
cination. Severe  respiratory  signs  or 
death  shall  be  counted  as  failures.  Two- 
stage  sequential  testing  may  be  con- 
ducted if  the  first  test  (which  then  be- 
comes stage  one)  has  three  failures. 
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(li)  The  results  shall  be  evalii&ted  ao- 
cordinflT  to  the  followlosr  table: 


Cumulative  Totals 


NuTTiber  o{ 
chickens 

Mftait 

Failures  for 
unsalistactory 
SMialB 

25    

SO    

2  or  less   

4  or  more. 
6  or  more. 

2  

S  or  lass  ...... 

If  unfavorable  reactions  occur  which 
are  not  attributable  to  the  product,  the 

test  shall  be  declared  Inconclusive  and 
repeated  or,  in  lieu  thereof,  the  serial 
declared  unsatisfactory. 

(3)  Virus  Uter  requiremenU,  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  virus  titer  usintr  the 
procedure  prescribed  in  paragraph 
(c)(,2)  of  this  section  and  in  this  para- 
graph. 

(i)  The  Newcastle  disease  virus  frac- 
tion of  combined  Newcastle-Bronchitis 
Vaccines  shall  be  neutralized  prior  to 
titration  of  the  broncliitis  virus  frac- 
Idon.  Equal  parts  of  heat-inactivated 
Newcastle  disease  antiserum  shall  be 
mixed  with  each  appropriate  serial  ten- 
fold dilution  of  the  vaccine.  After  inac- 
tivation»  embryos  shall  be  injected 
with  0.2  ml  each  and  results  calculated 
as  a  0.1  ml  dose  to  allow  for  serum  dilu- 
tion of  the  vaccine.  The  allantoic 
fluids,  tested  as  prescribed  in  §113.34 
shall  not  show  hemaggrlutinating  activ- 
ity in  the  lowest  dilution  used  in  the 
titration. 

(ii)  Each  bronchitis  virus  type  shall 
be  harvested  separately  and  a  sample 
of  bulk  harvested  material  shall  be  col- 
lected prior  to  mixing  with  the  other 
virus  type(s).  Each  sample  shall  con- 
tain not  less  than  the  minimum  virus 
titer  stated  in  the  filed  Outline  of  Pro- 
duction. 

(iii)  To  be  eligible  for  release,  each 
serial  and  each  subscrial  shall  have  a 
virus  titer  sufficiently  greater  than  the 
titer  of  vaccine  virus  used  in  the 
immunogenicity  test  prescribed  in 
paragraph  (d  of  this  section  to  assure 
that  when  tested  at  any  time  within 
the  expiration  period,  each  serial  and 
subserial  shall  have  a  virus  titer  of  Kfi  '* 
greater   than   that   used   in  such 


Immtmogeniclty  test  but  not  less  than 
IQS-o  EiDso  per  dose. 

C80  FR  44724,  Dec.  27,  1974.  as  amended  at  40 

FR  18406.  Apr.  28.  1975:  40  FR  41089.  Sept.  5. 
1975;  42  FR  43617.  Aug.  30.  1977;  48  FR  33473. 
July  22,  1983.  Redesignated  at  55  FR  85668, 
Aug.  31.  1990.  as  amended  at  56  FR  66784. 
66786.  Dec.  26.  1991;  64  FR  43045,  Aug.  9.  1999J 

1113.328  IWl  Luyngotnudieltis  Va«> 

cine. 

Fowl  Laryngotracheitis  Vaccine 
shall  be  prepared  from  virus-bearing 
cell  culture  fluids  or  embryonated 
chicken  eggs.  Only  Master  Seed  Vims 
which  has  been  established  as  pure, 
safe,  and  immuno^^enic  in  accordance 
with  the  requirements  in  paragraphs 
(a),  (b),  and  (c)  of  this  section  shall  be 
used  for  preparing-  the  production  seed 
virus  for  vaccine  production.  All  serials 
shall  be  prepared  from  the  first 
through  the  fifth  passage  from  the 
Master  Seed  Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 
in  S 118-300  and  the  requirements  pre- 
scribed in  this  section. 

(b)  Each  lot  of  Master  Seed  Virus 
shall  be  tested  for  pathogens  by  the 
chicken  embryo  inoculation  test  pre- 
scribed in  §113.37,  except  that,  if  the 
test  is  inconclusive  because  of  vaccine 
virus  override,  the  test  may  be  re- 
peated and  if  ^e  repeat  test  is  incon- 
clusive for  tJie  same  reason,  the  chick- 
en inoculation  test  prescribed  in  §113.36 
may  be  conducted  and  the  virus  judged 
accordingly.  Each  lot  shall  also  be  test- 
ed for  safety  as  follows: 

(1)  Each  of  at  least  ten  3  to  4  week 
old  susceptible  cliickens  obtained  from 
the  same  souxoe  and  hatch  as  those 
used  in  the  Immunogenicity  test  pre- 
scribed in  paragraph  (c)  of  this  section 
shall  be  injected  intratracheaily  with 
0.2  ml  of  the  vims  as  used  in  the  vac- 
cine and  the  chickens  observed  each 
day  for  14  days. 

(2)  If  more  than  20  percent  of  the 
chickens  die  during  the  observation  pe- 
riod, the  virus  is  unsatisfactory. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vai  i,  inc  production  shall  be 
tested  for  immunogenicity  and  the  se- 
lected virus  dose  to  be  used  shall  be  es- 
tablished as  follows: 
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(1)  Fowl  laonerotracheitis  suscep- 
tible chickens  all  of  the  same  age  and 
from  the  same  source  shall  be  used. 
Twenty  or  more  clilokens  shall  be  used 
as  vaccinates  for  each  method  of  ad- 
ministration recommended  on  the 
label.  Ten  additional  chickens  of  the 
same  age  and  from  the  same  source 
shall  be  held  as  unvacdnated  controls. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Virus 
shall  be  established  before  the 
immunogenicity  test  is  conducted. 
Each  vaccinate  shall  receive  a  pre- 
determined quantity  of  vaccine  virus. 
Five  replicate  vims  titrations  shall  be 
conducted  on  an  aliquot  of  the  vaccine 
virus  to  confirm  the  amount  of  virus 
administered  to  each  chicken  used  in 
the  test.  At  least  three  approixrlate 
(not  to  exceed  tenfold)  dilutions  shall 
be  used  for  vaccine  of  chicken  embryo 
origin  and  the  test  conducted  as  fol- 
lows: 

(1)  For  each  dilution,  inject  at  least 
five  embryos.  9  to  11  days  old.  on  the 
chorioallantoic  menibiane  with  0.2  ml 
each.  Disregard  all  deaths  during  the 
first  24  hours  post-injection.  To  be  a 
valid  test,  at  least  four  embryos  in 
each  dilution  shall  remain  viable  be- 
yond 24  hours. 

(ii)  Examine  the  surviving  embryos 
for  evidence  of  infection  5  to  8  days 
post-injection. 

(iii)  A  satisfactory  titration  shall 
have  at  least  one  dilution  with  between 
60  and  100  percent  positives  and  at  least 
one  dilution  with  between  50  and  0  per- 
cent positives. 

(iv)  Calculate  the  EID50  by  the 
Spearman-Karber  or  Reed-Muench 
method. 

(3)  Tissue  culture  oriprin  vaccine  may 
be  titrated  by  a  tissue  culture  method 
approved  by  Animal  and  Plant  Health 
Inspection  Service  and  written  into  the 
filed  Outline  of  Productions. 

(4)  Ten  to  fourteen  days  post-vaccina- 
tion, all  vaccinates  and  controls  shall 
be  challenged  Intratracheally  or  in  the 
orbital  sinus  with  infectious  fowl 
laryngotracheitis  virus  and  observed 
each  day  for  10  days.  Challenge  virus 
shall  be  provided  or  approved  by  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice. 


§113.328 

(S^i  If  at  least  80  percent  of  the  con- 
trols do  not  die  or  show  clinical  signs 
of  fowl  laryngotracheitis  during  the  ob- 
servation period,  the  test  is  inconclu- 
sive and  may  be  repeated.  If  at  least  19 
of  20.  27  of  30,  or  36  of  40  of  the  vac- 
cinates in  each  group  do  not  remain 
free  of  clinical  signs  of  fowl 
laryngotracheitis  during  the  observa- 
tion period,  the  Master  Seed  Virus  is 
unsatisfactory. 

(6)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  previously  tested 
is  discontinued.  Only  one  method  of  ad- 
ministration reconamended  on  the  label 
need  be  used  in  the  retest.  The  vac- 
cinates and  the  controls  shall  meet  the 
criteria  prescribed  in  paragraphs  (c)(4) 
and  (5)  of  this  section. 

(7)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Serylce. 

(d)  After  a  lot  of  Master  Seed  Vims 
has  been  established  as  prescribed  in 
paragraphs  (a),  (b).  and  (c)  of  this  sec- 
tion, each  serial  and  subserial  shall 
meet  the  applicable  requirements  in 
§113.300  and  the  requirements  pre- 
scribed in  this  paragraph. 

(1)  Final  container  samples  from 
each  serial  shall  be  tested  for  patho- 
gens by  the  chicken  embryo  inocula- 
tion test  prescribed  in  §113.37.  except 
that,  if  the  test  is  inconclusive  because 
of  a  vaccine  virus  override,  the  chicken 
inoculation  test  prescribed  in  §113.96 
may  be  conducted  and  the  vaccine 
judged  accordingly. 

(2)  Safety  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial of  modified  live  virus  vaccine  shall 
be  tested  for  safety  as  provided  in  this 
paragraph.  Live  virus  vaccine  not  pre- 
pared with  modified  live  virus  shall  be 
tested  for  safety  as  provided  in  the 
filed  Outline  of  Production. 

(i)  Twenty-five  3  to  4  week  old 
laryngotracheitis  susceptible  chickens 
shall  be  injectied  intratracheally  with 
0.2  ml  of  vaccine  rehydrated  at  the  rate 
of  30  ml  for  1.000  doses.  Chickens  shall 
be  observed  each  day  for  14  days. 
Deaths  shall  be  counted  as  failures. 
Two-stage  sequential  testing  may  be 
conducted  if  the  first  test  (which  then 


701 


I 


Digitized  by  Google 


§113.329 


9  CFR  Ch.  I  (1-1-03  EdMoiO 


becomes  stage  one)  has  five,  six,  or 
seven  fatlures. 

(il  l  The  results  shall  be  evaluated  ao> 
cording  to  the  following  table: 


Cumulative  Totals 


Number  ol 

Failures  for 
satisfactory 
senals 

Failures  for 
unsatisfactory 
serials 

1  

4orlMs  

8  Of  nKHV* 

11  orniQi*. 

2  

lOorlM* 

(ill)  If  unfavorable  reactions  occur 
which  are  not  attributable  to  the  prod- 
uct, the  test  shall  be  declared  inconclu- 
sive and  repeated  or  in  lieu  thereof,  the 
serial  declared  unsatisfactory. 

(3)  V7ri/.s'  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  for  viros  titer  using  the 
titration  method  provided  in  para- 
graphs (c)(2)  or  (3)  of  this  section.  To  be 
eligible  for  release,  each  serial  and 
each  sabserial  shall  have  a  vims  titer 
sufdciently  greater  than  the  titer  of 
vaccine  virus  used  in  the 
immunogenicity  test  prescribed  in 
parafjraph  (c)  of  this  section  to  assure 
that  when  tested  at  any  time  wiiliin 
the  expiration  period,  each  serial  and 
subserial  shall  have  a  virus  titer  of  10'^^ 
greater  than  that  used  in  such 
immunogenicity  test  but  not  less  than 
102 EIDso  per  do.se  for  chicken  embryo 
origin  vaccine  and  lO^o  EIDso  or  10*-* 
TCIDso  per  dose  for  tissue  culture  ori- 
gin vaccine. 

[39  FR  44726.  Dec.  27,  1974,  as  amended  at  40 

FR  18407.  Apr.  28.  1975:  40  FR  41089.  Sept.  5. 
1975;  41  FR  44359,  Oct.  8,  1976;  42  FR  43617. 
Aug.  90.  1977:  48  FR  33473.  July  22.  1968.  Re- 

desig-nated  at  5.^  FR  3n.')G2.  Au-.  31.  1990.  a.^ 
amended  at  56  FR  66784.  66786.  Dec.  26.  1991J 

S118JI29  Newcastle  INseaseVaociiie. 

Newcastle  Disease  Vaccine  shall  be 
prepared  from  virus-bearing  cell  cul- 
ture fluids  or  embryonated  chicken 
eggs.  Only  Master  Seed  Virus  which 
has  been  established  as  pure,  safe,  and 
immunogenic  in  accordance  with  the 
requirements  in  paragraphs  (a),  (b),  and 
(c)  of  this  section  shall  be  used  for  iire- 
paring  the  production  seed  virus  for 
vaccine  production.  All  serials  shall  be 
prepared  from  the  first  thi'ough  the 
fifth  passage  firom  the  Master  Seed 
Virus. 


(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 

in  §113.300,  except  §113.34,  and  the  re- 
quirements prescribed  in  this  section. 

(b)  Each  lot  of  Master  Seed  Virus 
shall  be  tested  for  pathogens  by  the 
chicken  embryo  inoculation  test  pre- 
scribed in  §113.37.  except  that,  if  the 
test  is  inconclusive  because  of  a  vac- 
cine virus  override,  the  test  may  be  re- 
peated and  if  the  repeat  test  is  inoon- 
elusive  for  the  .same  reason,  the  chick- 
en inoculation  test  prescribed  in  §113.36 
may  be  conducted  and  the  virus  judged 
accordingly. 

(c)  Each  lot  of  Master  Seed  Virus 
used  for  vaccine  production  shall  be 
tested  for  immunogenicity  and  the  se- 
lected virus  dose  to  be  used  shall  be  es- 
tablished as  follows: 

(1)  Newcastle  Disease  susceptible 
chickens,  all  of  the  same  age  and  from 
the  same  source,  shall  be  used.  Twenty 
or  more  chickens  shall  be  used  as  vac- 
cinates for  each  method  of  administra- 
tion recommended  on  the  label.  Ten 
additional  chickeus  of  the  same  age 
and  from  the  same  source  shall  be  held 
as  un vaccinated  controls. 

(2)  A  geometric  mean  titer  of  the 
dried  vaccine  produced  from  the  high- 
est passage  of  the  Master  Seed  Vims 
shall  be  established  before  the 
immunogenicity  test  is  conducted. 
Each  vaccinate  shall  receive  a  pre- 
determined quantity  of  vaccine  virus. 
Five  replicate  virus  titrations  shall  be 
conducted  on  an  aliquot  of  the  vaccine 
virus  to  confirm  the  amount  of  virus 
administered  to  each  chicken  used  in 
the  test.  At  least  three  appropriate 
(not  to  exceed  tenfold)  dilutions  shall 
be  used  and  the  test  conducted  as  fol- 
lows: 

(i)  For  each  dilution,  inject  at  least 

five  embryos.  9  to  11  days  old.  in  the 
allantoic  cavity  with  at  least  0.1  ml 
each.  Disregard  all  deaths  during  the 
fibret  24  hours  post-injection.  To  be  a 
valid  test,  at  least  four  embryos  in 
each  dilution  shall  remain  viable  be- 
yond 24  hours. 

(ii)  Examine  the  surviving  embryos 
for  evidence  of  Infection  5  to  7  days 
post -injection. 

(iii)  A  satisfactory  titration  shall 
have  at  least  one  dilution  with  between 
50  and  100  percent  positives  and  at  least 
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one  dilution  with  between  50  and  0  j^r- 
cent  positives. 

(iv)  Calculate  the  EIDso  by  the 
Spearman-Karber    or  Reed-Muench 

method. 

(3)  Twenty  to  twenty-eight  days 
po8tvaccliiation«  all  vaccinates  and 

controls  shall  be  challenged 
Intramuscularly  with  at  least  10'" 
EIDso  of  virus  per  chicken  and  observed 
each  day  for  14  days.  Ghallenge  viras 
shall  be  provided  or  approved  by  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice. 

(4)  If  at  least  90  percent  of  the  con- 
trols do  not  develop  clinical  signs  of 

Newcastle  disease  durin<fr  the  observa- 
tion period,  the  test  is  inconclusive  and 
may  be  repeated.  If  at  least  19  of  20,  or 
27  of  90,  or  96  of  40  of  the  vaccinates  In 

each  grroup  do  not  remain  free  from 
clinical  signs  of  Newcastle  disease  dur- 
ing the  observation  period,  the  Master 
Seed  Virus  is  unsatisfactory. 

(5)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  years 
unless  use  of  the  lot  previously  tested 
Is  discontinued.  Only  one  method  of  ad- 
ministration recommended  on  the  label 
need  be  used  in  the  retest.  The  vac- 
cinates and  the  controls  shall  meet  the 
criteria  inrescrlbed  In  paragraph  (o)(4) 
of  this  section. 

(6)  A  strain  identity  test  acceptable 
to  Animal  and  Plant  Health  Inspection 
Service  shall  be  conducted. 

(7)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  After  a  lot  of  Master  Seed  Virus 
has  been  established  as  prescribed  in 
paragraphs  (a),  (b),  and  (c)  of  this  sec- 
tion, each  serial  and  subserial  shall 
meet  the  applicable  requirements  in 
§113.300,  except  §113.34,  and  the  require- 
ments prescribed  in  this  paragraph. 

(1)  Final  container  samples  from 
each  serial  shall  be  tested  for  patho- 
gens by  the  chicken  embryo  inocula- 
tion test  prescribed  in  §119.97,  except 
that,  if  the  test  is  inconclusive  because 
of  a  vaccine  virus  override,  the  chicken 
inoculation  test  prescribed  in  §113.36 
may  be  conducted  and  the  vaccine 
Judged  accordingly. 

(2)  Safety  test:  Final  container  sam- 
ples of  completed  product  from  each  se- 


rial shall  be  tested  to  determine  wheth- 
er the  vaccine  is  safe  for  use  in  suscep- 
tible yoimg  chickens.  Vaccines  rec- 
ommended for  use  in  chickens  10  days 
of  age  or  younger  shall  be  tested  in  ac- 
cordance with  paragraphs  (d)(2)U),  (ii), 
and  (ill)  of  this  section. 

(i)  Twenty-five  susceptible  chickens, 
5  days  of  age  or  younger,  properly  iden- 
tified and  obtained  from  the  same 
source  and  hatch,  shall  be  vaccinated 
by  the  eye  drop  method  with  the  equiv- 
alent of  10  doses  of  vaccine  and  the 
chickens  observed  each  day  for  21  days. 
Severe  respiratory  signs  or  death  shall 
be  counted  as  failures.  Two-stage  se- 
quential testing  may  be  conducted  if 
the  first  test  (which  then  becomes 
Stage  one)  had  9  failures. 

(ii)  The  results  shall  be  evaluated  ac- 
cording to  the  following  table: 

Cumulative  Totals 


Stage 

Failures  for 
satisfactory 
serials 

Failures  for 
unsatisfacloiy 
serials 

1   

25  

2orless   

4  or  mora. 
6  Of  mens. 

2  

SO   

(iii)  If  unfavorable  reactions  occur 
which  are  not  attributable  to  the  prod- 
uct, the  test  shall  be  declared  inconclu- 
sive and  may  be  repeated. 

(iv)  Vaccines  not  recommended  for 
use  in  chickens  10  days  of  age  or 
younger  shall  be  tested  for  safety  as 
follows: 

Each  of  twenty-five  3  to  5  week  old 
Newcastle  disease  susceptible  chickens 
shall  be  vaccinated  as  reconunended  on 

the  label  with  the  equivalent  of  ten 
doses  and  observed  each  day  for  21 
days.  II  any  of  the  birds  show  severe 
clinical  signs  of  disease  or  death  during 
tht^  nhservation  period  due  to  causes 
attributable  to  the  product,  the  serial 
is  unsatisfactory. 

(9)  Virus  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  tested  tor  virus  titer  using  the 
titration  method  used  in  paragraph 
(c)(2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subserial 
shall  have  a  virus  titei'  per  dose  suffi- 
ciently greater  than  the  titer  of  vac- 
cine virus  used  in  the  immunogenicity 
test  prescribed  in  paragraph  (c)  of  this 
section  to  assure  that  when  tested  at 
any  time  within  the  expiration  period, 
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each  serial  and  subseiial  shall  have  a 
virus  titer  of  lO^-^  greater  than  that 

used  in  the  immunofrenicity  test  but 
not  less  than  10"*  '  EIDsn  per  dose. 

[38  FR  44727.  Dec.  27.  1974.  as  amended  al  40 
PR  18407.  Apr.  28.  1975;  40  FR  23721.  June  2. 
197,5:  40  FR  41090.  Sept.  b.  197,5;  42  FR  43618. 
Au-.  30.  1977:  48  FR  :3317:3.  July  22.  1983.  Re- 
deaignated  at  55  FR  35562,  Aug.  31.  1990,  as 
amended  at  56  FR  06784. 60786.  Deo.  26, 1901] 

8  113.330    Marek's  Disea.se  Vaccines. 

Marek's  disease  vaccine  shall  be  pre- 
pared from  vims-bearlngr  tissue  culture 

cells.  Only  Master  Seed  Virus  which 
has  been  established  as  pure.  safe,  and 
iminunotjenic  shall  be  used  for  pre- 
parlngr  the  production  seed  vims  for 
vaccine  production. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 
In  (113.300,  and  the  requirements  pre- 
scribed in  this  section.  The  identity 
test  required  in  §113.300(0  shall  be  con- 
ducted in  a  sero  type-specific  manner 
by  a  method  acceptable  to  APHIS. 
Each  lot  of  Master  Seed  Virus  shall 
also  be  tested  for  pathog-ens  by  the 
chicken  embryo  inoculation  test  pre- 
scribed in  §113.37.  except  that.  If  the 
test  is  inconclusive  because  of  a  vac- 
cine virus  override,  the  chicken  inocu- 
lation test  prescribed  in  §  113.36  may  be 
conducted  and  the  virus  judged  accord- 
ingly. 

(b)  Safety  test.  The  Master  Seed  Virus 
shall  be  nonpathogenic  for  chickens  as 
determined  by  the  foUowlngr  procedure: 

(1)  Specific  pathogen  free  chickens  or 
embryos,  neg-ative  for  Marek's  disease 
virus  antibodies,  and  from  the  same 
source,  shall  be  isolated  into  the  fol- 
lowing groups: 

(i)  Group  1.  At  least  50  tnst  subjects 
shall  be  inoculated  with  10  times  as 
much  viable  virus  as  will  be  contained 
in  one  dose  of  vaccine,  by  the  route 
recommended  for  vaccination. 

(ii)  Group  2.  At  least  50  test  subjects 
shall  be  Injected  with  a  very  virulent 
Marek's  disease  virus  provided  or  ap- 
proved by  APHIS,  at  a  dosage  level 
that  will  cause  gross  lesions  of  Marek  s 
disease  In  at  least  80  per  cent  of  the 
chickens  within  50  days. 

(iii)  Group  3.  Fifty  uninoculated  con- 
trols. For  in  ovo  studies,  this  group 
should  receive  a  sham  inoculation  of 
diluent. 


(Iv)  Group  4.  For  studies  evaluating 
Serotsrpe  1  Master  Seed  Viruses,  a 

group  of  50  uninoculated  control  chick- 
ens shall  be  housed  in  contact  with  the 
group  1  vaccinated  chickens. 

(2)  At  least  40  chickens  in  each  erroup 
shall  survive  to  5  days  of  ag-e.  All 
chickens  that  die  .shall  be  necropsied 
and  examined  for  lesions  of  Marek  s 
disease  and  cause  of  death.  The  test 
shall  be  Judged  according  to  the  fol- 
lowing criteria: 

(i)  At  50  days  of  age,  the  remaining 
chickens  In  group  2  shall  be  killed  and 
examined  for  gross  lesions  of  Marek's 
disease.  If  at  least  80  percent  of  this 
group  do  not  develop  Marek's  disease, 
tiie  test  is  inconclusive  and  may  be  re- 
peated. 

(ii)  At  120  days  of  age.  the  remaining 
chickens  in  groups  1,  3,  and  4  shall  be 
weighed,  killed,  and  necropsied.  If  less 
than  30  of  the  chickens  in  group  3  sur- 
vive the  120  day  period,  or  if  any  of  the 
chickens  in  group  3  have  gross  lesions 
of  Marek*s  disease  at  necropsy,  the  test 
is  declared  inconclusive.  If  less  than  30 
chickens  in  groups  1  and  4  survive  the 
120  day  period;  or  if  any  of  the  ciiickens 
in  groups  1  and  4  have  gross  lesions  of 
Marek's  disease  at  necropsy:  or  if  the 
average  body  weight  of  the  chickens  in 
groups  1  or  4  is  significantly  (statis- 
tically) different  fkx)m  the  average  In 
group  3  at  the  end  of  the  120  days,  the 
lot  of  Master  Seed  Virus  is  unsatisfac- 
tory. 

(3)  For  tests  involving  in  ovo  Inoonla- 

tion,  hatchability  results  shall  also  be 
reported  for  each  group. 

(c)  Immunogenicity .  Each  lot  of  Mas- 
ter Seed  Virus  used  for  vaccine  inroduo- 
tlon  .shall  be  tested  for 
iininuno^enicity  at  the  highest  passage 
level  allowed  for  the  product,  and  the 
virus  dose  to  be  used  shall  be  estab- 
lished as  follows: 

(1)  Specific  pathogen  free  chickens  or 
embryos,  negative  for  Marek  s  disease 
antibodies,  and  from  the  same  source, 
shall  be  isolated  into  the  following 
groups: 

(i)  Group  1.  A  minimum  of  35  test  sub- 
jects shall  be  inoculated  with  the  vac- 
cine, using  the  recommended  route,  at 
1  day  of  age  for  chicks  or  18  days  of 
embryonation  for  embryos.  The  dose 
used  shall  be  established  by  5  replloate 
virus  titrations  conducted  by  a  cell 
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culture  system  or  other  titration 
method  acceptable  to  APHIS. 

(11)  Group  2.  A  minimum  of  35  nonvac- 
clnated  test  subjects  shall  be  held  as 
challengre  controls. 

(ill)  Group  3.  A  mlnimiun  of  25  non- 
vaccinated  test  subjects  shall  be  held 
as  nonchallenge  controls. 

(iv)  Group  4.  Except  for  studies  evalu- 
ating vaccines  which  contain  only  a 
Serotype  3  virus  as  the  Marek's  disease 
ftaotiont  a  minimum  of  85  chicks  shall 
be  vaccinated  at  1  day  of  age  with  a  li- 
censed Serotype  3  vaccine,  in  order  to 
document  the  severity  of  the  very  viru- 
lent challenge. 

(2)  At  least  30  chickens  in  grroups  1,  2, 
and  4.  and  at  least  20  chickens  in  group 
3,  shall  survive  to  5  days  ol  age.  All 
chickens  in  groups  1,  2,  and  4  shall  be 
challenged  at  5  days  of  age  in  the  fol- 
lowing manner: 

(i)  For  studies  evaluating  vaccines 
which  contain  only  a  Serotype  3  virus 
as  the  Marek's  disease  ft'action,  groups 
1  and  2  shall  be  inoculated  with  a 
standard  virulent  challenge  virus  pro- 
vided or  approved  by  APHIS. 

(il)  For  all  other  Marek's  disease  vac- 
cines, groups  1,  2.  and  4  shall  be  inocu- 
lated with  a  very  virulent  challenge 
virus  provided  or  approved  by  APHIS. 

(3)  All  I  liickens  shall  be  observed 
until  7  weeks  of  age,  necropsied.  and 
examined  for  grossly  observable  lesions 
oomdstent  with  Marek's  disease.  All 
chickens  dying  before  the  end  of  the  7 
week  observation  period  shall  be 
necropsied  and  evaluated  for  gross  le- 
sions of  Marek*s  disease.  Any  chickens 
not  so  examined  shall  be  scored  as  posi- 
tive for  Marek's  disease. 

(4)  For  a  valid  test,  at  least  80  per- 
cent of  the  chickens  in  group  2  must 
develop  grossly  observable  lesions, 
none  of  the  chickens  in  group  3  shall 
develop  grossly  observable  lesions,  and 
(when  included)  greater  than  20  percent 
of  the  chickens  in  group  4  must  develop 
grossly  observable  lesions. 

(5)  For  a  valid  test  to  be  considered 
satisfsMitory,  at  least  80  i>ercent  of  the 
chickens  in  group  1  must  remain  free  of 
grossly  observable  lesions.  The  appro- 
priate product  claim  resulting  from  a 
satisfactory  test  would  be  to  aid  in  the 
prevention  of  Marek's  disease,  for  vac- 
cines containing  only  a  Serotype  3 
virus  as  the  Marek's  disease  fraction, 


sna.a30 

or  to  aid  in  the  prevention  of  very  viru- 
lent Marek's  disease,  for  all  other  vac- 
cines. 

(d)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable requirements  prescribed  in 
§113.300.  The  identity  test  required  in 
§113.300(0)  shall  be  condncted  in  a 
serotype-specific  manner  by  a  mt^thod 
acceptable  to  APHIS.  Final  container 
samples  of  completed  product  shall 
also  meet  the  requirements  in  para* 
graphs  fd)  (1\  (2),  and  (3)  of  this  sec- 
tion. Any  serial  or  subserial  found  un- 
satisfactory by  a  prescribed  test  shall 
not  be  released. 

(1)  Purity  test.  The  chicken  embryo 
inoculation  test  prescribed  in  §113.37 
shall  be  conducted,  except  that,  if  the 
test  is  inconclnsive  becanse  of  a  vac- 
cine virus  override,  the  chicken  inocu- 
lation test  prescribed  in  §113.36  may  he 
conducted  and  the  virus  judged  accord- 
ingly. 

(2)  Safety  test.  At  least  25  one-day-old, 
specific  pathogen  free  chickens  shall  be 
injected,  by  the  subcutaneous  route, 
with  the  equivalent  of  10  chicken  doses 
of  virus  (vaccine  concentrated  lOX). 
The  chickens  shall  be  obvserved  each 
day  for  21  days.  Chickens  dying  during 
the  period  shall  be  examined,  cause  of 
death  determined,  and  the  results  re- 
corded. 

(i)  If  at  least  20  chickens  do  not  sur- 
vive the  observation  period,  the  test  is 

inconclusive. 

(ii)  If  lesions  of  any  disease  or  cause 
of  death  are  directly  attributable  to 
the  vaccine,  the  serial  is  unsatisfac- 
tory. 

(iii)  If  less  than  20  chicks  survive  the 
observation  period  and  there  are  no 
deaths  or  lesions  attributable  to  the 
vaccine,  the  test  may  be  repeated  one 
time.  Provided,  that  if  the  test  is  not 
repeated,  the  serial  shall  be  declared 
unsatisfactory. 

(3)  Potency  test.  The  samples  shall  be 
titrated  using  a  cell  culture  system  or 
other  titration  method  acceptable  to 
APHIS.  For  vaccines  composed  of  more 
than  one  Marek's  disease  virus 
serotype,  each  fraction  shall  be 
titrated  in  a  serotype-specific  manner. 

(i)  Samples  of  desiccated  vaccine 
shall  be  Incubated  at  37°C  for  3  days  be- 
fore preparation  for  use  in  the  potency 
test.  Samples  of  desiccated  or  frozen 
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vaccine  shall  be  reconstituted  in  dil- 
uent aooordlng  to  the  label  rec- 
ommendations, and  held  in  an  ice  bath 
at  0-C  to  4^C  for  2  hours  prior  to  use  in 
the  potency  test. 

(il)  For  a  serial  or  subserlal  to  be  eli- 
gible for  release,  eaoh  serotype  con- 
tained in  the  vaccine  shall  have  a  virus 
titer  per  dose  which  is  at  least  3  times 
greater  than  the  number  of  plaque 
forming-  units  fpfu)  used  in  the 
immunogenicity  test  prescribed  in 
paragraph  (c)  of  this  section,  but  not 
less  than  1000  pta  per  dose. 

(Hi)  When  tested  (without  the  pretest 
incubation  of  desiccated  products)  at 
any  time  within  the  expiration  period, 
each  serotype  contained  In  the  vaccine 
shall  have  a  virus  titer  per  dose  which 
is  at  least  2  times  the  number  of  pfu 
used  in  the  immunogenicity  test,  but 
not  leas  than  750  pfa  per  dose. 

[81  PR  33841.  July  1, 1998] 

§  113.331    Bursal  Disease  Vaccine. 

Bursal  Disease  Vaccine  shall  be  pre- 
pared ftt>m  vlras-bearing  cell  culture 

fluids  or  embryonated  chicken  eggs. 
Only  Master  Seed  Virus  which  has  been 
established  as  pure,  safe,  and 
Immunogenic  In  accordance  with  the 
requirements  in  paragraphs  (a),  (b).  and 
(c)  of  this  section  shall  be  used  for  pre- 
I)aring  the  production  seed  virus  for 
vaccine  production.  All  serials  shall  be 
prepared  from  the  first  through  the 
fifth  passage  from  the  Master  Seed 
Virus. 

(a)  The  Master  Seed  Virus  shall  meet 
the  applicable  requirements  prescribed 
in  §113.300  and  the  requirements  pre- 
scribed in  this  section. 

(b)  Each  lot  of  Master  Seed  Virus 
shall  be  tested  for  pathogens  by  the 
chicken  embryo  inoculation  test  pre- 
scribed in  i  113.87,  except  that.  If  the 
test  is  inconclusive  because  of  a  vac- 
cine virus  override,  the  chicken  inocu- 
lation test  prescribed  in  §  113.36  may  be 
conducted  and  the  virus  judged  accord- 
ingly. Each  lot  of  Master  Seed  Virus 
used  in  the  preparation  of  modified  live 
virus  vaccines  shall  also  be  nonpatho- 
genic to  chicicens  as  determined  by  the 
following  procedures: 

(1)  Each  of  twenty-five  1-day-old 
bursal  disease  susceptible  chickens 
(vaccinates)  shall  be  injected 
subcutaneously  with  10  times  the  rec- 


ommended dose  of  vaccine  virus  and 
observed  for  21  days.  Fifteen  chiolcenB 
of  the  same  Bource  and  hatch  shall  be 

kept  isolated  as  controls. 

(1)  Seventeen  days  postvaccination, 
each  of  five  controls  shall  be  adminis- 
tered at  least  102 «  EIDso  of  a  virulent 
bursal  disease  virus  by  eye-drop,  iso- 
lated, and  used  as  positive  controls. 
The  remaining  controls  shall  be  used  as 
negative  controls. 

(ii)  If  the  vaccinates  do  not  remain 
free  of  clinical  signs  of  bursal  disease, 
the  Mtater  Seed  Vims  is  unsatlsfius- 
tory.  If  unfavorable  reactions  which 
are  not  attributable  to  the  Master  Seed 
Virus  occur  in  more  than  two  of  the 
vaccinates,  the  test  shall  be  declared 
inconcluBive  and  may  be  repeated. 

(ill)  Twenty-one  days 

postvaccination,  the  vaccinates  and 
the  controls  shall  be  necropsied  and  ex- 
amined for  gross  lesions  of  bursal  dis- 
ease. If  more  than  two  of  the  vac- 
cinates have  such  lesions,  the  Master 
Seed  Virus  is  unsatisfactory,  except 
that,  if  any  of  the  negative  controls  or 
less  than  four  of  the  positive  controls 
have  such  lesions,  the  test  is  inconclu- 
sive and  may  be  repeated.  For  pnxpoeee 
of  this  test,  gross  lesions  shall  include 
obvious  pathological  processes  and/or 
obvious  reduction  in  size  of  the  bursa 
ttom  normal. 

(2)  Each  of  thirty-five  3-  to  4-week- 
old  bursal  disease  susceptible  chickens 
(vaccinates)  shall  be  vaccinated  with 
approximately  one  minimum  protec- 
tive dose  of  vaccine  virus  as  deter- 
mined in  paragraph  (c)  of  this  section. 
Each  of  10  chickens  of  the  same  souixe 
and  hatch  shall  be  administered  at 
least  IIP-®  EID51)  of  a  virulent  bursal  dis- 
ease virus  by  eye-drop,  isolated,  and 
used  as  positive  controls.  Also,  each  of 
ao  additional  chickens  of  the  same 
source  and  hatch  shall  be  isolated  and 
held  as  negative  controls. 

(i)  Three  or  four  days 
postvaccination,  10  of  the  vaccinates, 
the  10  positive  controls,  and  10  of  the 
negative  controls  shall  be  necropsied 
and  examined  for  gross  lesions  of 
bursal  disease.  If  any  of  the  vaccinates 
have  such  lesions,  the  Master  Seed 
Virus  is  unsatisfactory,  except  that,  if 
any  of  the  negative  controls  or  less 
than  8  of  the  positive  controls  have 
such  lesions,  the  test  is  inconclusive 
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and  may  be  repeated.  For  purposes  of 
this  test,  gross  lesions  shall  include 
perl-bnrsal  edema  and/or  edema  and/or 
macroscopic  hemorrhage  In  the  horsal 

tissue. 

(ii)  Fourteen  days  post-vaccination, 
the  remaining  vaccinates  and  negrative 

controls  shall  be  necropsied  and  exam- 
ined for  obvious  bursal  atrophy.  If  any 
of  the  vaccinates  have  such  atrophy, 
the  Master  Seed  Vims  is  unsatisfac- 
tory, except  that,  if  any  of  the  negative 
controls  have  such  atrophy,  the  test  is 
inconclusive  and  may  be  repeated. 

(c)  Each  lot  of  Master  Seed  Virus 
shistll  be  tested  for  Immunogenicity  and 
the  selected  virus  dose  to  be  used  shall 
be  established  as  follows: 

(1)  Bursal  Disease  susceptible  chick- 
ens, all  of  the  same  age  (3  weeks  or 
younger)  and  from  the  same  source, 
shall  be  used.  Twenty  or  more  chickens 
shall  be  used  as  vaccinates  for  each 
method  of  administration  rec- 
ommended on  the  label.  Ten  additional 
chickens  of  the  same  age  and  from  the 
same  source  shall  be  held  as 
nnvaccinated  controls. 

(2)  A  geometric  mean  titer  of  the  vac- 
cine produced  from  the  highest  passage 
of  the  Master  Seed  Virus  shall  be  es- 
tablished before  the  immunogenicity 
test  is  conducted.  Bach  vaccinate  shall 
receive  a  predetermined  quantity  of 
vaccine  virus.  Five  replicate  virus  ti- 
trations shall  be  ccmdncted  on  an  ali- 
quot of  the  vaccine  virus  to  confirm 
the  amount  of  virus  administered  to 
each  chicken  used  in  the  test.  At  least 
three  appropriate  (not  to  exceed  ten- 
fold) dilutions  shall  be  used  to  conduct 
the  titrations  by  a  method  acceptable 
to  Animal  and  Plant  Health  Inspection 
Service. 

(3)  When  the  test  chickens  are  28  to 

35  days  of  age  but  not  less  than  14  days 
postvaccination,  each  vaccinate  and 
each  control  shall  be  challenged  by 
esre-drop  with  a  virulent  bursal  disease 
virus  provided  or  approved  by  Animal 
and  Plant  Health  Inspection  Service. 

(i)  Three  to  five  days  postchallenge, 
all  vaccinates  and  controls  shall  be 
necropsied  and  examined  for  gross  le- 
sions of  bursal  disease  as  described  in 
paragraph  (b)(2)(l>  of  this  section. 

(ii)  If  at  least  19  of  20,  or  27  of  30,  or 

36  of  40  vaccinates  in  each  group  are 
not  free  from  such  lesions,  the  Master 
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Seed  Virus  is  unsatisfactory,  except 
that,  if  less  than  90  percent  of  the  con- 
trols have  such  lesions,  the  test  is  in- 
conclusive and  may  be  repeated. 

(4)  The  Master  Seed  Virus  shall  be  re- 
tested  for  immunogenicity  in  3  years 
from  the  original  testing  unless  use  of 
the  lot  previously  tested  is  discon- 
tinued. Only  one  method  of  administra- 
tion recommended  on  the  label  need  be 
used  in  the  retest.  The  vaccinates  and 
the  controls  shall  meet  the  criteria 
prescribed  in  paragraph  (c)(3)  of  this 
section. 

(5)  An  Outline  of  Production  change 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  Virus  shall 
be  granted  by  Animal  and  Plant  Health 
Inspection  Ber^ce. 

(d)  After  a  lot  of  Master  Seed  Virus 
has  been  established  as  prescribed  in 
paragraphs  (a),  (b>,  and  (c)  of  this  sec- 
tion, each  serial  and  subseiial  shall 
meet  the  applicable  requirements  in 
§113.300  and  tbe  requirements  pre- 
scribed in  this  paragraph. 

(1)  Tests  for  pathogens.  Pinal  con- 
tainer samples  from  each  serial  shall 
be  tested  for  pathogens  by  the  chicken 
embryo  inoculation  test  prescribed  in 
§113.37,  except  that,  if  the  test  is  incon- 
clusive because  of  a  vaccine  virus  over- 
ride, the  chicken  Inoculation  test  pre- 
scribed in  §113.36  may  be  conducted  and 
the  serial  judged  accordingly. 

(2)  Safety  tests.  (1)  Final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  to  determine 
whether  the  vaccine  is  safe  as  follows: 

(A)  For  vaccines  intended  for  paren- 
teral administration,  each  of  twenty- 
five  1-day-old  bursal  disease  suscep- 
tible chickens  shall  be  vaccinated  with 
the  equivalent  of  10  doses  by  subcuta- 
neous injection. 

(B)  For  vaccines  intended  for  diink- 

ing  water  administration,  each  of 
twenty-five  4-  to  5-week-old  bursal  dis- 
ease susceptible  chickens  shall  be  vac- 
cinated orally  with  the  equivalent  of  10 
doses. 

(O)  Ten  chickens  of  the  same  source 
and  hatch  shall  be  maintained  in  isola^ 
tion  as  negative  controls.  The  vac- 
cinates and  controls  shall  be  observed 
each  day  for  21  days. 
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(ii)  If  unfavorable  reactions  which 
are  attributable  to  the  biological  prod- 
uct occur  during'  the  observation  pe- 
riod, the  serial  is  unsatisfactory.  If  un- 
favorable reactions  occur  in  more  than 
one  of  the  controls  or  if  nnfiayorable  re- 
actions  which  are  not  attributable  to 
the  biolog^ical  product  occur  in  more 
than  two  of  the  vaccinates,  the  test 
shall  be  declared  Inconclusive  and  re- 
peated, except  that,  if  the  test  is  not 
repeated,  the  serial  shall  be  unsatis&c- 
tory. 

(3)  Virus  titer  requirements.  Final  con> 
talner  samples  of  completed  product 

shall  be  tested  for  virus  titer  using"  the 
titration  method  used  in  paragraph 
(c)(2)  of  this  section.  To  be  eligible  for 
release,  each  serial  and  each  subserial 

shall  have  a  virus  r'tci-  sufficiently 
g^reater  than  the  titei-  nl  vaccine  virus 
used  in  the  immunogenicity  test  pre- 
scribed in  paragraph  (c)  of  this  section 
to  assure  that  when  tested  at  any  time 
within  the  expiration  period,  each  se- 
rial and  subserial  shall  have  a  virus 
titer  of  lO'^  ''  times  greater  than  tiiat 
used  in  such  immunogenicity  test,  but 
not  less  than  10^  o  titration  units  (PFU 
or  XDso'B)  per  dose. 

[44  FR  60263,  Oct.  19,  1979,  as  amended  at  44 
FR  men,  Nov.  23.  1979;  48  FR  39473,  July  22. 
1983.  Redesignated  at  55  FR  35562.  An^.  31, 
1990.  as  amended  at  56  FR  66784,  66786.  Dec. 
26. 1901: 64  FR  43045,  An?.  9. 1999] 

§  113.332   Tenosynovitis  Vaccine. 

Tenosynovitis  Vaccine  shall  be  pre- 
pared from  virus-bearing  cell  culture 
fluids  or  embryonated  chicken  eggs. 

Only  Master  Seed  which  has  been  es- 
tablished as  pure.  safe.  and 
immunogenic  shall  be  used  for  pre- 
paring seeds  for  vaccine  production.  All 
serials  of  vaccine  shall  be  prepared 
from  the  first  through  the  fifth  passage 
from  the  Master  Seed. 

(a)  The  Master  Seed  shall  meet  the 
applicable  K'^eneral  requirements  pre- 
scribed in  §113.300.  except  (a)(3){ii)  and 
(c),  and  the  special  requirements  in 
this  section. 

(b)  Bach  lot  of  Master  Seed  shall  be 
tested  for: 

(1)  Pathogens  by  the  chidden  inocula- 
tion test  prescribed  in  §  113.36. 

(2)  Lymphoid  leukosis  virus  contami- 
nation as  follows: 


(i)  Eacli  of  at  least  10  3-week-old  or 
older  Isrmphoid  leukosis  free  chickens 

from  the  same  source  and  hatch  shall 
be  injected  intra-muscularly  with  an 
amount  of  Master  Seed  equal  to  100 
label  doses  of  vaccine.  At  least  15 
chickens  of  the  same  source  and  hatch 
.shall  be  used  as  controls:  5  or  more 
shall  be  unvaccinated  and  serve  as  neg- 
ative controls;  6  or  more  shall  be  in- 
jected with  subgroup  A  lymphoid  leu- 
kosis virus;  and  5  or  more  with  sub- 
group B  lymphoid  leukosis  villus.  Bach 
group  of  control  chickens  shall  be  held 
Isolated  from  each  other  and  ftom  the 
vaccinates. 

(ii)  Twenty-one  to  28  days 
postinoculatlon,  blood  samples  shall  be 
taken  from  each  chicken  and  the  serum 
separated  using  a  technique  conducive 
to  virus  preservation.  These  serums 
shall  be  used  as  inocula  in  the  com- 
plement fixation  for  avian  Isrmphoid 
leukosis  (COFAL)  test  prescribed  in 
§113.31. 

(ill)  Serums  ft-om  the  vaccinates 
shall  be  tested  separately,  but  serums 

within  each  control  grroup  may  be 
pooled.  A  valid  test  shall  have  positive 
COFALi  reactions  from  each  virus  in- 
oculated group  and  negative  reactions 
from  the  uninoculated  controls.  K  any 
of  the  chickens  Injected  with  the  Mas- 
ter Seed  have  positive  COFAL  test  re- 
actions in  a  valid  test,  the  Master  Seed 
is  unsatisfactory. 

(3)  Identity  using  the  following  agar 
gel  immunodifftision  test.  The  undi- 
luted Master  Seed  may  be  used  as  test 
antipren  or  the  Master  Seed  may  be  in- 
oculated onto  the  chorioallantoic 
membrane  (CAM)  of  ftUly  susceptible 
chicken  embryos  and  the  infected 
CAMS  ground  and  used  a.s  an  tig-en.  A 
known  tenosynovitis  antiserum  and  a 
known  tenosynovitis  antigen  shall  be 
used  in  the  test.  A  precipitin  line  shall 
form  between  the  test  antipren  and  the 
known  antiserum  in  the  center  well 
which  shows  identity  with  the  line 
formed  between  the  antiserum  and  the 
known  antigen,  or  the  Master  Seed  is 
unsatisfactory. 

(4)  Safety  using  the  following  chick- 
en test: 

(i)  For  vaccines  Intended  for  use  in 
chickens  less  than  14  days  of  age.  Mas- 
ter Seed  equal  to  10  label  doses  shall  be 
administered  subcutaneously  to  each  of 
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25  l-day-old  tenosynovitis  snsoeptible 

chickens. 

(ii)  For  vaccines  Intended  for  use 

only  in  chickens  14  days  of  age  or 
older.  Master  Seed  equal  to  10  label 
doses  shall  be  administered 
subcutaneously  to  each  of  25  4-week-old 
or  older  tenossmovltis  susceptible 
chickens. 

(ill)  The  vaccinates  shall  be  observed 
each  day  for  21  days.  If  unfavorable  re- 
actions occur  which  are  attributable  to 
the  vaccine,  the  Master  Seed  is  unsat- 
isfactory. If  unfavorable  reactions 
occui'  which  are  not  attributable  to  the 
vaccine,  the  test  Is  Inconclusive  and 
may  be  repeated. 

(c)  Each  lot  of  Master  Seed  shall  be 
tested  for  immunogenicity.  The  se- 
lected vims  dose  shall  be  established  as 
follows: 

(1)  Tenosynovitis  susceptible  chick- 
ens, of  the  same  age  and  from  the  same 
source  shall  be  used  as  test  birds.  Vac- 
cines intended  for  use  In  very  ;.  i;r.r 
chickens  shall  be  administered  to 
cliickens  of  the  youngest  age  for  which 
the  vaccine  is  recommended.  Vaccines 
intended  for  use  in  older  chickens  shall 
be  administered  to  4-week-old  or  older 
chickens.  Twenty  or  more  vaccinates 
shall  be  used  for  each  method  of  admin- 
Istration  recommended  on  the  label. 
Ten  or  more  (  hif  k»>ns  shall  be  held  as 
unvaccinated  controls. 

(2)  A  geometric  mean  titer  of  the  vac- 
cine produced  at  the  highest  passage 
from  the  Maslei-  Seed  shall  be  estab- 
lished using  a  method  acceptable  to 
Animft.!  and  Plant  Health  Inspection 
Service  before  the  immunogenicity 
test  is  conducted.  A  predetermined 
quantity  of  vaccine  virus  shall  be  ad- 
ministered to  each  vaccinate.  Five  rep- 
licate virus  titrations  shall  be  con- 
ducted on  an  aliquot  of  the  vaccine 
virus  to  confirm  the  dose. 

(3)  Twenty-one  to  28  days 
postvaccination,  each  vaccinate  and 
control  shall  be  challentired  by  injecting 
virulent  virus  furnished  or  approved  by 
Animal  and  Plant  Health  Inspection 
Service  into  one  foot  pad.  The  vac- 
cinates and  controls  shall  be  observed 
each  day  for  14  days.  If  at  least  90  per- 
cent of  the  controls  do  not  develop 
swelling  and  discoloration  in  the  pha- 
langeal joint  area  of  the  injected  foot 
pad     typical     of     infection  with 


tenosynovitis  virus,  the  test  is  incon- 
clusive and  may  be  repeated.  If  at  least 
19  of  20,  27  of  80,  or  86  of  40  vaccinates 
do  not  remain  free  from  these  signs, 
disreg-ardins"  transient  swelling"  which 
subsides  within  5  days  postchallenge, 
the  Master  Seed  is  unsatisfactory. 

(4)  The  Master  Seed  shall  be  retested 
for  immunogenicity  in  3  years  unless 
use  of  the  lot  is  discontinued.  Only  one 
method  of  administration  rec- 
ommended on  the  label  need  be  used  in 
the  retest.  The  vaccinates  and  controls 
shall  meet  the  criteria  prescribed  in 
paragraph  (c)(3)  of  this  section. 

(5)  An  Outline  of  Production  chancre 
shall  be  made  before  authority  for  use 
of  a  new  lot  of  Master  Seed  shall  be 
granted  by  Animal  and  Plant  Health 
Inspection  Service. 

(d)  Test  requirements  for  release.  Each 
serial  and  subserial  shall  meet  the  ap- 
plicable general  requirements  pre- 
scribed in  §113.800,  except  (c),  and  the 
requirements  in  this  paragraph. 

(1)  Purity.  Final  container  samples  of 
completed  product  from  each  serial 
shall  be  tested  for  pathoirens  by  the 
chicken  inoculation  test  prescribed  in 
§113.36. 

(2)  Safety,  (i)  Final  container  samples 
of  completed  x^roduct  from  each  serial 
shall  be  safety  tested  as  follows: 

(A)  For  vaccines  intended  for  use  in 
very  young  chickens,  each  of  26  l-day- 
old  tenosynovitis  susceptible  chickens 
shall  be  vaccinated  With  tile  eciuivalent 
of  10  doses  by  one  method  rec- 
ommended on  the  label. 

(B)  For  vaccines  intended  for  use  in 
older  chickens,  each  of  25  4-week-old  or 
older  tenosynovitis  susceptible  chick- 
ens shall  be  vaccinated  with  the  equiv- 
alent of  10  doses  by  one  method  rec- 
ommended on  the  label. 

(ii)  The  vaccinates  shall  be  observed 
each  day  for  21  days.  If  unfavorable  re- 
actions occur  which  are  attributable  to 
the  product,  the  serial  is  unsatisfac- 
tory. If  unfavorable  reactions  occur  in 
more  ttian  two  vaccinates  which  are 
not  attributable  to  the  product,  the 
test  is  inconclusive  and  may  be  re- 
peated. If  the  test  is  not  repeated,  the 
serial  is  unsatisfactory. 

(3)  Vinia  titer  requirements.  Final  con- 
tainer samples  of  completed  product 
shall  be  titrated  by  the  method  used  in 
paragraph  (c)(2)  of  this  section.  To  be 
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eligible  for  release,  each  serial  and  sub- 
serial  shall  liave  a  vims  titer  soffl* 
ciently  greater  than  the  titer  of  the 
vaccine  virus  used  in  the 
immunogenlcity  test  prescribed  in 
paragraph  (o)  of  this  section  to  assure 
that,  when  tested  at  any  time  within 
the  expiration  period,  each  serial  and 
subserlal  shall  have  a  virus  titer  10 ''-'^ 
times  greater  than  that  used  in  the 
immunogenlcity  test,  but  not  less  than 
10  2o  titration  units  (PFU  or  ID  so)  per 
dose. 

(4)  IdenHty.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  shall  be  tested  for  identity 
as  prescribed  in  paragraph  (b)(3)  of  this 
section  and  shall  meet  the  criteria 
stated  therein. 

[50  FR  438.  Jan.  4,  1965.  Redesigiiated  at  55 

FR  35562.  Aug^.  31.  1990.  as  amended  at  56  FR 
66784.  66786,  Dec.  26,  1991;  64  FR  43045.  Aug.  9. 
1968] 

Diagnostics  a>;d  Reagents 

S  118.406  TnbercuUii,  Intradamic. 

Tuberculin,  Intradermic,  is  a  filtrate 

produced  from  cultures  of  Pn,  C,  and 
Dt  strains  of  Mycobacterium  tuberculosis 
(supplied  by  Animal  and  Plant  Health 
Inspection  Service)  which  has  been  in- 
activated and  is  non-toxic.  Each  serial 
shall  be  tested  for  purity,  safety,  po- 
tency, and  special  chemical  tests  in  ac- 
cordance with  the  conditions  pre- 
scribed for  each  test.  A  serial  found  un- 
satisfactory by  any  prescribed  test 
shall  not  be  released. 

(a)  Puriiif  test.  Each  serial  shall  be 
tested  for  purity  as  provided  in  this 
paragraph. 

(1)  Final  container  samples  of  com- 
pleted product  shall  be  tested  for  via- 
ble bacteria  and  tangi  as  prescribed  in 
§113.26. 

(2)  A  20  ml  sample  shall  be 
centrlAiged  and  the  sediment  examined 

microscopically  for  the  presence  of 
acidfast  (Ziehl-Nielsen  stain)  or  other 
microorganisms  (Gram  stain).  A  serial 
which  contains  microorganisms  is  un- 
satisfactory for  release. 

(h)  S(tf('t]/  test.  Final  container  sam- 
ples of  completed  product  from  each  se- 
rial shall  be  tested  for  safety.  Two  ma- 
ture guinea  pigs  shall  be  injected 


subcutaneously  with  1  ml  and  observed 
for  10  da3^.  If  unfavorable  reactions  at- 
tributable to  the  product  occur  during 
the  observation  period,  the  serial  is  un- 
satisfactory. If  unfavorable  reactions 
occur  which  are  not  attributable  to  the 
product,  the  test  shall  be  declared  in- 
conclusive and  repeated:  Provided,  That 
if  the  test  is  not  repeated,  the  serial 
shall  be  declared  unsatisfactory. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  subjected  to  a 
comparison  test  using  a  Reference  Tu- 
berculin supplied  by  Animal  and  Plant 
Health  Inspection  Service.  Test  ani- 
mals shall  be  10  sensitized  white  female 
guinea  pigs  from  one  source  which 
weigh  500-700  grams  at  the  beginning  of 
the  test  and  which  have  not  been  used 
in  a  previous  test.  The  comparison  test 
shall  be  conducted  in  accordance  with 
the  procedures  prescribed  in  para- 
graphs (c)(1),  (2),  (3),  (4),  (6),  (6),  (7),  and 
(8)  of  this  section. 

(1)  The  guinea  pigs  shall  be  sensitized 
with  a  sterile  heat-killed  suspension  of 
equal  amounts  of  strains  Pn.  C.  and  Dt 
of  Mycobacterium  tuberculosis.  The  heat- 
killed  sensitizing  agent  shall  be  In- 
jected in  a  volume  of  0.5  ml  per  guinea 
piu'  Tlie  g^uinea  pigs  shall  be  considered 
sensitized  for  testing  not  less  than  30 
dasrs  nor  more  than  120  days  post-lnjeo- 
tion. 

(2)  The  guinea  pigs  shall  be  prepared 
for  sensitivity  testing  at  least  4  hours 
prior  to  the  injection  of  tuberculin. 
The  entire  abdominal  and  flank  areas 
shall  be  clipped,  a  depilatory  agent  ap- 
plied for  5-10  minutes,  the  area  rinsed 
with  warm  water,  and  dried. 

(3)  Dilutions  of  1:100.  1:200.  and  1:400 
shall  be  prepared  with  the  Reference 
Tuberculin  and  the  unknown  tuber- 
culin. Three  test  sites  on  each  side  of 
and  equidistant  from  the  abdominal 
midline  shall  be  chosen  on  each  guinea 
pig.  Using  a  tuberculin  syringe  and 
needle,  0.05  ml  of  each  dilution  shall  be 
injected  intradermally  at  one  of  the 
test  sites  which  has  V)een  randomly  se- 
lected for  the  dilution. 

(4)  The  sensitivity  of  the  tuberculins 
shall  be  determined  24  hours  after  in- 
jected by  measuring  the  area  of  ery- 
thema. Measurements  in  millimeters 
shall  be  made  anterior  of  the  greatest 
diameter  and  perpendicular  to  the  first 
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measurement.  The  square  millimeter 
shall  be  calculated  by  nmltiplying  the 
two  measurements. 

(5)  The  total  area  of  response  for  each 
tuberculin  tested  shall  be  determined 
by  addiny^  the  areas  of  erythema  for 
each  dilation  of  each  of  the  test  ani- 
mals In  a  group.  The  sums  of  the  areas 
of  erythema  for  all  three  dilutions  of 
each  tuberculin  shall  be  added  to  give 
the  total  area  of  tuberculin  response. 

(6)  The  total  tuberculin  response  area 
of  the  serial  being  tested  shall  be  ex- 
pressed as  a  percentage  of  the  total  tu- 
berculin response  area  of  the  Reference 
Tuberculin.  (The  total  response  area  of 
the  serial  divided  by  the  total  response 
area  of  the  Reference  Tuberculin  times 
100.) 

(7)  If  the  total  tuberculin  response 
area  of  the  serial  being  tested  does  not 

fall  between  75  percent  and  125  n^^rcent 
of  the  total  tuberculin  response  area  of 
the  Reference  Tuberculin,  the  serial  is 
unsatisfstctory. 

(8)  Two  unsensitized  guinea  pigs  are 
given  0.05  ml  intradermal  injections  of 
1:4  and  1:10  dilutions  of  both  the  serial 
being  tested  and  the  Reference  Tuber- 
culin as  a  control  for  nonspecific  posi- 
tive reactions.  If  positive  reactions  are 
observed  with  the  Reference  Tuber- 
culin, the  test  is  considered  a  "No 
Test"  and  repeated.  If  positive  reac- 
tions are  observed  with  the  serial  being 
tested  only,  the  serial  is  unsatisfac- 
tory. 

(d)  Special  chemical  tests  and  rcQiiir,'- 
ments.  Final  container  samples  of  com- 
pleted product  from  each  serial  shall  be 
tested  as  follows: 

(1)  Hydrogen  ion  concentration.  The 
hydrogen  ion  concentration  shall  be  de- 
termined with  a  pH  meter  which  has 
been  standardized  with  a  pH  7.0  buffer 
just  prior  to  use.  The  pH  of  the  product 
shall  be  7.0  ±0.3. 

(2)  Total  nitrogen  determination.  The 

nitrogen  content  shall  be  determined 

by  the  Kjeldahl  method  on  duplicate  15 
ml  samples  consisting  of  5  ml  from 
each  of  thi-ee  vials.  The  total  nitrogen 
content  of  the  product  shi^  be  0.18  per- 
cent ±0.06  percent. 

(3)  Trichloroacetic  acid  precipitabh'  ni- 
trogen. The  determination  of  precipi- 
table  nitrogen  by  a  final  concentration 
of  4  percent  trichloroacetic  acid  shall 
be  made  by  the  Kjeldahl  method  on  du- 


plicate 15  ml  samples,  consisting  of  5 
nil  from  each  of  three  vials.  The 
trichloroacetic  acid  precipi table  nitro- 
gen content  shall  be  0.047  percent  ±0.01 

percent. 

(4)  Phenol  determination.  The  phenol 
content  shall  be  determined  by  direct 
titration  with  a  standardized  bromide- 
bromate  solution.  (A  correction  factor 
of  0.04  should  be  subtracted  from  the 
final  value  in  the  determination  of  phe- 
nol in  tuberculin.)  The  phenol  content 
shall  be  0.54  percent  ±0.04  percent. 

(5)  Clarity.  The  product  shall  be  opti- 
cally clear  and  free  from  any  extra- 
neous particles. 

[39  FR  16857,  May  10.  1974.  Redesignated  at  39 
FR  25463.  July  11. 1974.  Redeaignated  at  55  FR 
35561.  Aus.  :n.  1980.  aa  amended  at  56  FR 

66784.  Dec.  26.  1991 

§118^407  Pullontm  antigeii. 

PuUorum  Antigen  shall  be  produced 

from  a  culture  of  representative  strains 
of  Salmonella  pullorum  which  are  of 
known  antigenic  composition,  high 
agglutinability,  but  are  not  sensitive 

to  negrative  and  nonspecific  serum. 
Each  serial  shall  be  tested  for  purity, 
density,  preservative  content,  sensi- 
tivity, homc^neity,  and  hydrogen  ion 
concentration.  A  serial  found  unsatis- 
factory by  any  prescribed  test  shall  not 
be  released. 

(a)  Purity  test.  Final  container  sam- 
ples of  completed  product  shall  be  test- 
ed for  viable  bacteria  and  fun^i  as  pre- 
scribed in  §113.26.  In  addition,  each  se- 
rial shall  be  free  from  extraneous  orga- 
nisms as  determined  by  Qram  staining 
and  microscopic  examination. 

(b)  Nephelometric  determination  of  bac- 
terial density.  The  bacterial  density 
shall  be  80  ±15  times  McFarland  No.  1 
standard  for  stained  antigen  K  s  and  50 
±10  times  McFarland  No.  1  standard  for 
tube  antiffen. 

(c)  Preservative  requirements.  (1)  The 
formalin  content  of  Pullorum  Stained 
Antigen  K  shall  be  1.0  ±0.2  percent  as 
determined  by  a  colorimetric  method. 

(2)  The  phenol  content  for  Pullorum 
Tube  Antig-en  shall  ho  0.55  ±0.05  percent 
as  determined  by  direct  titration  with 
a  standardized  bromide-bromate  solu- 
tion. 

(d)  Sensitivity  requirements.  (1)  Each 
serial  of  antigen  shall  be  compared 
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with  a  reference  antigen  of  known  sen- 
sitivity using  positive  and  negative 

chicken  serum.  The  manufacturers' 
recommendations  for  use  on  the  ac- 
companying label  or  package  insert 
sliall  be  followed.  The  recommended 
time  limit  specified  for  each  antigen 
shall  be  carefully  observed  in  the  test. 

(2)  A  total  of  at  least  12  serums  shall 
be  used.  This  shall  include  at  least 
three  definitely  positive,  at  least  three 
weakly  positive,  and  at  least  six  negra- 
tive  serums.  At  least  three  positive 
chicken  serums  diluted  with  negative 
chicken  serum  shall  be  ust>:l  '  o  further 
assay  comparative  sensitivity  between 
test  and  reference  plate  antigens.  All 
test  antigens  shall  agree  closely  with 
the  reference  antigren.  Tests  in  which 
variation  of  readint^rs  between  the  ref- 
erence and  test  antigen  would  result  in 
a  different  National  Poultry  Improve- 
ment Plan  classification  shall  be  re- 
garded as  unsatisfactory.  No  unsatis- 
factory tests  among  the  six  or  more 
negative  serums  and  not  more  than  one 
unsatisfactory  test  among  the  six  or 
more  positive  serums  shall  be  per- 
mitted. All  tests  performed  shall  be  in- 
cluded for  evaluation  of  the  sensitivity 
assay.  Tn  the  event  of  an  unsatisfactory 
test  usiny  jwsitive  serums,  at  least 
three  additional  definitely  positive  and 
three  additional  weakly  positive  se- 
rums shall  be  tested.  If  not  more  than 
one  unsatisfactory  test  is  obtained 
with  the  additional  seiums,  the  anti- 
gen shall  be  acceptable. 

(e)  Homogeneity  requirement.  Antigens 
shall  show  no  evidence  of 
autoagglutination  or  unusual  appear- 
ance such  as  the  presence  of  flakes, 
specks,  or  a  preponderance  of  filament 
forms.  Microscopic  examination  shall 
be  made  in  iliis  determination. 

(f>  Hydrogen  ion  concentration.  The 
hydrosren  ion  concentration  shall  be  de- 
termined with  a  pH  meter  which  has 
been  standardized  with  a  pH  4,0  buffer 
just  prior  to  use.  The  pH  of  Pullorum 
Stained  Antisren  K  shall  be  4.6  ±0.4.  No 
pH  level  is  specified  for  Pullorum  Tube 
Antigen  but  after  dilution  as  rec- 
ommended for  use,  it  shall  have  a  pH  of 
8.2  to  8.5. 

[39  FR  16857.  May  10.  1971.  Redrsi-nated  at  39 
FR  25463.  July  11.  1974.  and  ameiided  at  40  FR 
760.  Jan.  3.  1975.  Redesignated  at  56  FR  365ai, 
Aug.  31. 1990] 


9  CFR  Ch.  I  (1-1-03  EcNNon) 

§113.408   Avian  mycopla.sma  antigen. 

Mycoplasma  antigens  shall  be  pre- 
pared from  organisms,  grown  In  broth 

cultures,  that  are  inactivated  and 
standardized.  Plate  antitrens  shall  be 
stained  with  a  dye  acceptable  to  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice c APHIS).  Final  container  samples 
of  completed  product  from  each  serial 
shall  be  tested  for  density,  preservative 
content,  homogeneity,  hydrogen  ion 
concentration,  purity,  sensitivity,  and 
specificity  In  accordance  with  the  con- 
ditions prescribed  for  each  test.  A  se- 
rial found  unsatisfactory  by  any  pre- 
scribed test  shall  not  be  released. 

(a)  Density  requirements.  A  2.5  ml  sam- 
ple of  completed  antitren  shall  be  di- 
luted with  2.5  ml  of  buffer  solution  for- 
mulated in  the  same  manner  as  the  ve- 
hide  of  the  antigen  being  tested  in  a 
modified  Hopkins  tube  and  then 
sedimented  at  l.OOOxg  in  a  refrigerated 
centrifuge  at  20  for  90  minutes.  If 
the  packed  cell  volume  of  the  com- 
pleted antigen  is  not  1.2  percent  (±0.4 
percent),  the  serial  Is  unsatisfactory. 

(b)  Preservative  requirements.  Preserv- 
atives shall  be  as  specified  in  thr-  Out- 
line of  Production  filed  with  APHIS  in 
accordance  with  9  CFR  114.8.  If  phenol 
is  used,  a  direct  titration  with  a  stand- 
ardized bromide-bromate  solution  shall 
be  made.  If  the  final  concentration  of 
phenol  is  not  0.25  percent  (±0.05  per- 
cent), the  serial  is  unsatisfactory. 

(c)  Homogenvt!  1/  rtyitircmenta*  (1)  Plate 
antigen  shall  be  checked  on  a  plate  for 
homogeneity  and  autoagglutination.  If 
plate  antigren  is  not  homogeneous  and 
free  of  large  visible  particles  (strands 
or  clumps)  or  if  it  autoagglutinates, 
the  serial  is  unsatisfactory. 

(2)  Stereo-microscopic  examination 
shstll  be  used  when  necessary  to  evalu- 
ate a  granular  appearing  antiaren. 

(d)  Hydrogen  ion  concentration.  The 
hydrogen  ion  concentration  shall  be  de- 
termined with  a  pH  meter  which  has 
been  standardized  with  a  pH  buffer  just 
prior  to  use.  The  pH  of  Mycoplasma 
Qalllseptlcum  Antigen  shall  be  6.0±0.2. 
The  pH  of  Mycoplasma  Synoviae  Anti- 
gen and  Mycoplasma  Meleagridis  Anti- 
gen shall  be  7.0±0.2. 

(e)  Purity  requirements.  The  antigen 
shall  be  tested  for  viable  bacteria  and 
ftmgi  as  prescribed  in  §113.26. 
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(f)  Sensitivity  rcQuirements.  The  reac- 
tivity of  each  antigen  shall  be  tested 
by  comparing  the  agglutination  reac- 
tions of  each  serial  of  antigren  with  the 
agglutination  reactions  of  a  standard 
reference  antigen  wiiicla  is  supplied  by 
or  acceptable  to  APHIS.  A  set  con- 
sisting- of  five  known  positive  and  five 
known  negative  serums  shall  be  used. 
The  negative  serums  shall  be  tested 
against  the  antigens  undiluted  and  the 
positive  serums  shall  be  tested  against 
the  antigens  diluted  1:4  in  buffer  solu- 
tion formulated  in  the  same  manner  as 
the  vehicle  of  the  antigen  being  tested. 
If  negative  serums  do  not  have  nega- 
tive reactions  in  this  test,  the  serial  is 
unsatisfactory.  If  the  test  antigen  and 
the  reference  antigen  do  not  have  the 
same  agglutination  reactions  with  at 
least  four  of  the  five  positive  seroms 
used,  the  serial  is  unsatisfactory. 

(1)  The  sensitivity  of  Mycoplasma 
Gkilllsepticum  Antigen  shall  be  tested 
using  a  set  of  chicken  and  a  set  of  tur- 
key serums  (the  positive  serums  shall 
have  varjring  degrees  of  reactivity  ftom 
weakly  positive  to  strongly  positive). 

(2)  The  sensitivity  of  Mycoplasma 
Synoviae  Antigen  shall  be  tested  using 
chicken  senims. 

(3)  The  sensitivity  of  Mycoplasma 
Meleayridis  Antigen  shall  be  tested 
using  turkey  serums. 

(g)  Specificity  requirements.  Myco- 
plasma S3rnovlae  Antigen  shall  be  ex- 
amined for  cross-agglutination  with 
five  Mycoplasma  gallisepticum 
antiserums  (chicken  origin);  Myco- 
plasma Meleagridls  Antigen  shall  be 
examined  for  cross-agglutination  with 
five  Mycoplasma  gallisepticum 
antiserums  (turkey  origin)  and  five 
Mycoplasma  synoviae  antiserums  (tur- 
key origin^  Tests  shall  be  conducted 
with  undiluted  antigen.  K  cross-agglu- 
tination occurs,  the  serial  is  unsatis- 
factory. 

[48  FR  33474,  July  22. 1983.  Redesignated  at  55 
FR  35561.  Aug.  31.  1990,  AS  amended  at  56  FR 

66784.  Dec.  26.  1991] 

§113.409   Tuberculin—PPD  Bovis, 

Intradermic. 

Tuberculin — PPD  Bovis,  Intradermic 
is  a  purified  protein  derivative  pro- 
duced from  cultures  of  Mycobacterium 
bovis  Strain  AN-5  (supplied  by  Animal 
and  Plant  Health  Inspection  Service), 


which  has  been  inactivated  and  is 
nontoxic.  Each  serial  shall  be  tested 
for  purity,  safety,  potency,  and  special 
chemical  characteristics  in  accordance 
with  the  conditions  prescribed  for  each 
test.  A  serial  found  unsatisfactory  by 
any  prescribed  test  shall  not  be  re- 
leased. 

(a)  Purity  test.  Each  serial  .shall  be 
tested  for  viable  bacteria  and  fungi  as 
prescribed  in  §  113.26. 

(b)  Safety  test  Final  container  sam- 
ples of  completed  product  firom  each  se- 
rial .shall  be  tested  for  safety  as  pre- 
scribed in  §  113.38. 

(c)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  subjected  to  a 
comparison  specificity  test  using  a 
Reference  PPD  Tuberculin  supplied  by 
Animal  and  Plant  Health  Inspection 
Service. 

(1)  Test  animals.  White  female  tjuinea 
pigs  from  one  source,  which  weigh  500 
to  700  grams  at  the  beginning  of  the 
test,  and  which  have  not  been  used  in  a 
previous  test,  shall  be  used  in  the  spec- 
ificity test.  Twenty-three  guinea  pigs 
(10  sensitized  with  M.  bovis,  10  sen- 
sitized with  M.  avium  and  three 
unsensitized)  shall  be  required  for  each 
serial  being  tested,  and  20  guinea  pigs 
(10  sensitized  with  M.  bovis  and  10  sen- 
sitized with  M,  avium)  shall  be  required 
for  the  Reference  PPD  Tuberculin,  Al- 
lowance should  be  made  for  deaths  dur- 
ing the  sensitization  period. 

(2)  Sensitization  of  guinea  pigs. 

(i)  Sensitize  one  group  of  guinea  pitrs 
to  M.  bovis.  Inject  each  animal 
intramuscularly  with  0.5  ml  of  a  sterile 
heat-klUed  suspension  of  M.  bovis 
Strain  AN  5  supplied  by  Animal  and 
Plant  Health  Inspect  inn  Service. 

(ii)  Sensitize  one  group  of  guinea  pigs 
to  M.  avium.  Inject  each  animal 
intramuscularly  with  0.6  ml  of  a  sterile 
heat-killed  suspension  of  M.  avium 
Strain  D-4  supplied  by  Animal  and 
Plant  Health  Inspection  Service. 

(ill)  Maintain  an  unsensitized  group 
as  control  animals. 

(3)  Thirty-five  davf^  post-injection, 
the  guinea  pigs  shall  be  used  for  tuber- 
culin testing^ 

(4)  The  sensitized  animals  and  con- 
trols shall  be  prepared  at  least  4  hours 
prior  to  injection  of  PPD  tuberculin  by 
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dipplngr  the  hair  from  the  entire  ab> 

dominal  and  flank  areas,  applying-  a  de- 
pilatory agent  for  5  to  10  minutes,  then 
rinsing  with  warm  water  and  drying. 

(1)  Select  four  sites  on  each  gnlnea 
pig  for  injection  of  PPD  tuberculin. 
Two  sites  shall  be  on  each  side  of  the 
midline  and  spaced  a  sufficient  dis- 
tance from  each  other  to  avoid  overlap- 
pingr  of  skin  reactions. 

(ii)  Prepare  four  dilutions  of  the  Ref- 
erence PPD  Tuberculin  and  each  serial 
of  PPD  tuberculin  being  tested  so  as  to 
contain  0.6. 1.2.  2.4,  and  4.8  micrograms 
of  lurotein  per  O.l  ml  dose.  Each  of  the 
four  dilutions  of  the  same  tuberculin 
shall  be  randomly  assigned  a  site  on  a 
guinea  pig. 

(ill)  Inject  one  dose  of  each  dilution 
at  the  assigned  site  using  a  tuberculin 
syringe. 

(5)  Measurement  of  skin  reactions. 
Measure  the  area  of  erjrthema  produced 
at  each  site  on  each  guinea  pig  24  hours 
following  injection  of  PPD  tuberculin. 
Measurements  in  millimeters  shall  be 
made  anterior  to  ixwterior  across  the 
greatest  diameter  and  perpendicular  to 

the  first  measurement.  Calculate  the 

area  of  erythema  in  square  millimeters 
at  each  site  by  multiplying  the  two 
measurements. 

(6)  Calculation  of  average  response  per 
guinea  pig.  Obtain  the  total  area  of  ery- 
thema for  each  guinea  pig  by  adding 
the  areas  of  the  four  test  sites.  Add 
these  composite  areas  of  erythema 
from  all  p:uinea  pii^.-<  with  the  same  sen- 
sitisiation  and  the  same  PPD  tuberculin 
injection,  then  divide  by  the  number  of 
animals  in  the  ^roup.  The  number  ob- 
tained is  the  averatre  response  per  K^uin- 
ea  pig  to  the  PPD  tuberculin  for  the 
given  type  of  smsitization. 

(7)  DetemUnaUon  of  specif  id  ti/  index. 
The  specificity  index  of  a  PPD  tuber- 
culin is  determined  by  subtracting  the 
average  response  obtained  on  M.  avitan 
sensltiied  guinea  pigs  from  the  average 
response  obtained  on  M.  boms  sen- 
sitized guinea  pigs. 

(8)  Validity  of  bioassay.  The  bioassay 
test  results  obtained  on  serials  tested 
concurrently  in  a  single  test  series  are 
valid  if  the  specificity  index  of  the  ref- 
erence PPD  tuberculin  is  at  least  400 
square  millimeters.  If  the  results  are 
not  valid,  the  bioassay  test  series  must 


be  repeated  with  a  different  set  of  sen- 
sitized guinea  pigs. 

(9)  Reactions  in  unsensitized  guinea 
pigs.  If  a  positive  reaction  (erythema) 
is  observed  in  one  or  more  of  the  8 
unsensitized  guinea  pigs,  the  serial  is 

unsatisfactory. 

(10)  Interpretation  of  specificity  index. 
When  a  bioassay  is  valid  and  reactions 
are  not  observed  in  unsensltlBed  guinea 
pigs,  the  following  interpretation  of 
the  specificity  index  will  be  used  for 
classifying  each  serial  of  PPD  tuber- 
culin: 


Specificity  index 

classification 

Satisfactofy. 

BciMMD  380  mm*  and  440  mm*  

Inoondusiv*. 

1  ■  mB-.»  a.  

unvMtraciofy. 

(11)  Second  stage  test.  If  a  serial  is 
classified  as  inconclusive,  it  can  be  de- 

dared unsatisfactory  or  undergo  a  sec- 
ond stage  test.  The  second  stage  shall 
be  conducted  in  a  manner  identical  to 
the  first  stage.  except  that 
unsensitized  guinea  pig  controls  are 
not  necessary.  The  results  are  evalu- 
ated by  combining  the  results  obtained 
on  all  guinea  pigs  tested  in  stages  one 
and  two.  Calculate  the  average  re- 
sponse on  the  20  M.  bovis  sensitized  ani- 
mals and  on  the  20  M.  aviwn  sensitized 
animals  and  determine  the  specificity 
index.  An  inconclusive  serial  is  satis- 
factory after  the  second  staere  test,  if 
its  specificity  index  is  inn  square  milli- 
meters or  more,  and  unsaLiiilactory  if 
its  specificity  index  is  less  than  400 
square  millimeters. 

(d)  Special  chemical  te<its  and  require- 
ments. Final  container  samples  of  com- 
pleted product  from  each  serial  shall  be 
tested  as  follows: 

(1)  Protein  concentration.  The  final 
product  shall  contain  a  protein  con- 
centration of  1.0  ±0.1  mg/ml.  The  Micro- 
kjeldahl  Test  for  Nitrogen  shaU  be 
used. 

(2)  Phenol  content.  Phenol  content  of 
the  final  product  shall  be  0.50  percent 
plus  or  minus  0.04  percent.  A  direct  ti- 
tration  with  a  standardized  bromide- 
bromate  solution  shall  be  conducted. 

[41  FR  8471.  Feb.  27.  1976.  as  amended  at  41 
FR  21760,  May  28,  1976;  41  FR  32883.  Aug.  6. 

1976.  Redesignated  at  55  FR  35561.  Aug.  31, 
1990,  as  amended  at  56  FR  66784,  Deo.  26,  1901] 
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Antibody  Products 

§113.450   General    requirements  for 
antibody  prodncto. 

Unless  otherwise  prescribed  In  a 
Standard  Requirement  or  in  a  filed 

Outline  of  Production,  all  antibody 
products  sliall  meet  the  applicable  re- 
quirements of  this  section. 

(a)  Temnnologif,  The  following  terms 
in  the  regrulations  and  standards  con- 
cerning antibody  products  shall  mean: 

Antibody.  An  immunoglobulin  mol- 
ecule, having  a  precise  glycoprotein 
structure,  produced  by  certain  cells  of 
the  B  lymphocyte  liiiHat^-e  in  response 
to  antigenic  stimulation,  and  func- 
tioning to  specillcally  bind  and  influ- 
ence  the  antigens  that  induced  its  syn- 
thesis. 

IgG  (Immunoglobulin  G).  One  of  the 
several  recognized  classes  of  struc- 
turally related  glycoproteins  whose 
representatives  include  aU  known  anti- 
bodies. 

Monoclonal.  Produced  hy,  or  derived 
from,  the  offspring  of  a  single  common 

progenitor  cell. 

Failure  of  passive  transfer.  A  condition 
of  neonates  characterized  by  an  abnor- 
mally low  concentration  of  circulating 
maternal  IgG. 

(b)  Nomenclature.  Antibody  products 
shall  be  named  as  follows: 

(1)  Virws-sped/lc  products.  The  true 
name  of  a  virus-specific  product  shall: 
Include  the  term  ''antibody,  '  specify 
the  disease  for  whicsh  the  product  Is  in- 
tended, and  indicate  the  tsrpe  of  animal 
Uiat  supplied  the  component  anti- 
bodies. If  the  antibodies  are 
monoclonal,  the  term  **monoclonal** 
shall  be  used.  Example:  "Duck  Virus 
Hepatitis  Antibody,  Duck  Oii'jfin." 

(2)  Bacterium-apecific  pruducts.  The 
true  name  of  a  bacterium-specific  prod- 
uct shall:  include  the  term  "antibody  ' 

If  the  component  antibodies  are  di- 
rected against  a  nontoxin  antigen  or 
the  term  "antitoxin**  if  the  component 
antibodies  are  directed  against  toxin, 
specify  the  orpranism  against  which  the 
product  is  intended,  and  indicate  the 
type  of  animal  that  supplied  the  com- 
ponent antibodies.  If  the  antibodies  are 
monoclonal,  the  term  "monoclonar' 
shall  be  used.  Example:  "Escherichia 
Coll  Monoclonal  Antibody,  Murine  Ori- 
gin.** 


(3)  Failure  of  passive  transfer  products. 
The  true  name  of  a  product  for  treat- 
ment of  failure  of  passive  transfer  shall 
include  the  term  "IgG"  and  indicate 
the  type  of  animal  that  supplied  the 
component  i  IgG.  Example:  "Bovine 
IgG." 

(4)  Combination  products.  The  true 
name  of  a  product  for  treatment  of  fail- 
ure of  passive  transfer  as  well  as  for 
t^e  prevention  and/or  alleviation  of  a 
specific  viral  or  bacterial  disease  shall 
be  named  according  to  the  nomen- 
clature prescribed  above  for  virus-spe- 
cific or  bacterium-specific  products. 

(c)  Animals.  All  animals  used  in  the 
production  of  antibody  products  shall 
be  healthy.  Their  health  status  shall  be 
determined  by  physical  examination 
by,  or  under  the  direct  supervision  of,  a 
licensed  veterinarian  and  by  tests  for 
infectious  diseases,  buch  animals  shall 
be  maintalhed  at  licensed  establish- 
ments: Provided.  That  cows  maintained 
at  Grade  A  dairies  (or  the  equivalent) 
that  are  not  injected  with  antigens  for 
the  purpose  of  stimulating  the  produc- 
tion of  specific  antibodies  and  that  are 
used  only  for  the  purpose  of  supplying- 
lacteal  secretions  are  exempt  from 
being  maintained  at  a  licensed  estab- 
lishment. 

(1)  No  animal  shall  be  used  while 
showinsr  clinical  signs  of  disease.  The 
presence  of  minor  localized  injuries  or 
lesions  (contusions,  lacerations,  bums, 
etc.)  without  body  tr-mperature  ele- 
vation and  without  significant  pain 
and  distress  shall  not  be  construed  as 
clinical  evidence  of  disease. 

(2)  Before  first  use  and  on  a  regular 
basis,  all  animals  used  in  the  manufac- 
ture of  antibody  products  shall  be  indi- 
vidually subjected  to  applicable  tests 
for  Infectious  diseases.  Records  of  all 
test  results  shall  be  maintained.  An 
animal  which  tests  po.sUive  tor  an  in- 
fectious disease  shall  not  be  used  in  the 
manufacture  of  antibody  products. 
Retests  shall  be  conducted  as  deemed 
necessary  by  the  Administrator. 

(i)  Before  first  use,  horses  shall  be 
tested  as  follbws  for: 

(A)  Equine  infectious  anemia  (EIA) 
at  a  laboratory  approved  by  APHIS. 

(B)  Piroplasmosis,  dourine,  and  glan- 
ders at  the  National  Veterinary  Serv- 
ices Laboratories. 
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<C)  Brucellosis  at  a  laboratory  ap- 
proved by  APHTS.  Horses  with  standard 
agglutination  titers  of  1:50  or  less  can 
be  used  for  production.  Horses  with 
standard  agglutination  titers  equal  to 
or  greater  than  1:100  may  be  tested  by 
the  Rivanol  or  card  tests.  Reactors  to 
these  supplemental  tests  shall  not  be 
nsed  for  production.  Nonreactom  to  the 
supplemental  tests  shall  be  retested 
after  30  days.  Tf  the  supplemental  tests 
are  negative  and  the  agglutination 
titer  has  not  Increased,  the  animal 
may  be  used  for  pETOduction.  Otherwise, 
the  animal  Is  unsatisfactory  for  this 
purpose. 

(ii)  Horses  shall  be  retested  annually 
for  EIA  and,  if  housed  or  pastured  with 

any  other  species,  shall  be  retested  an- 
nually for  brucellosis. 

(Hi)  Before  first  use,  cattle  shall  be 
tested  as  follows  for: 

(A)  Tuberculosis  by  an  accredited 
veterinarian:  Provided,  That  cattle  at 
Grade  A  dairies  supplying  only  lacteal 
secretions  need  only  be  tested  for  tu- 
berculosis  in  accordance  with  applica- 
ble Milk  Ordinances  or  similar  laws  or 
regulations. 

(B)  Brucellosis  at  a  laboratory  ap- 
proved by  APHIS.  Cattle  with  standard 
agglutination  titers  of  1:50  or  less  can 
be  used  for  production.  Cattle  with 
standard  agglutination  titers  equal  to 
or  greater  than  1:100  may  be  tested  by 
the  Rivanol  or  card  tests.  Reactors  to 
these  supplemental  tests  shall  not  be 
used  for  production.  Nonreactors  to  the 
supplemental  tests  shall  be  retested 
after  30  days.  If  the  supplemental  tests 
are  negative  and  the  agglutination 
ttter  has  not  increased,  the  animal 
may  be  used  for  production;  otherwise, 
the  animal  is  unsatisfactory  for  this 
purpose.  Cattle  at  Qrade  A  dairies  sup- 
plying only  lacteal  secretions  need  not 
be  tested  individually  for  brucellosis  if 
a  portion  of  their  secretions  contribute 
to  the  herd  milk  pool  tested  as  re- 
quired by  the  brucellosis  ring  test.  An 
animal  of  a  herd  testing  positive  by 
this  test  shall  not  be  used  in  produc- 
tion. 

(iv)  Cattle  shall  be  retested  annually 

for  both  tuberculosis  and  brucellosis. 
Cattle  at  Grade  A  dairies  supplying 
only  lacteal  secretions  need  only  be 
tested  for  tuberculosis  in  accordance 
with  applicable  Milk  Ordinances  or 


similar  laws  or  regulations.  Oattle  at 
Grade  A  dairies  supplying  only  lacteal 
secretions  need  not  be  tested  individ- 
ually for  brucellosis  if  a  portion  of 
their  secretions  contribute  to  the  herd 
milk  pool  tested  as  required  by  the 
brucellosis  ring  test.  An  animal  of  a 
herd  testing  positive  by  this  test  shall 
not  be  used  in  production. 

(y)  For  other  species,  appropriate 
tests  and  the  frequency  with  which 
they  are  applied  shall  be  specified  in 
the  filed  Outline  of  Production  for  the 
product. 

(yi)  If  a  positive  result  is  obtained  on 

any  prescribed  test,  the  positive  ani- 
mal(s)  shall  be  removed  from  the  herd 
and  the  remaining  animals  retested. 
Production  shall  not  be  renewed  until  a 
negative  herd  test  is  obtained  not  less 
than  28  days  following  removal  of  the 
positive  animal(s). 

(vii)  Negative  animals  shall  be  main- 
tained separate  and  apart  from  untest- 
ed or  positive  animals  of  any  species. 
Production  animals  shall  not  be  used 
for  any  other  purpose,  such  as  testing, 
work,  or  recreation. 

(d)  Collr<  tinn  procedures.  Blood,  lac- 
teal secretions,  and  egg  material  shall 
be  collected  as  described  in  the  filed 
Outline  of  Production  for  the  product. 

(e)  Ingredient  handlivq  ami  pracessing. 
Blood  derivatives  (serum,  plasma,  etc.), 
lacteal  secretions,  and  egg  material 
used  in  the  production  of  antibody 
products  shall  be  subjected  to  an  ap- 
propriate procedure  for  the  inactiva- 
tion  of  potential  contaminating  micro- 
organisms. The  procedure  shall  be  one 
of  those  described  below  and  specified 
in  the  filed  Outline  of  Production  for 
the  product:  Provided,  That  another 
procedure  may  be  substituted  if  dem- 
onstrated to  be  at  least  as  effective  by 
data  acceptable  to  APHIS  and  specifled 
in  the  filed  Outline  of  Production  for 
the  product.  These  data  are  expected  to 
come  from  a  study  comparing  the  ef- 
fectiveness of  the  established  and  sub- 
stitute procedui'es  against  a  satisfac- 
tory battery  of  potential  contami- 
nating microorganisms. 

(1)  Blood  derivatives  of  equine  origin 
shall  be  heated  at  58.0-59.0"  C  for  60 
minutes,  and  blood  derivatives  of  bo- 
vine, porcine,  or  other  origin  shall  be 
heated  at  58.0-69.0^0  for  30  minutes.  In 
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lieu  of  heat  treatment,  blood  deriva- 
tives of  any  origrin  may  be  treated  witb 

at  least  2.5  megarads  of  ionizing  radi- 
ation, with  a  maximum  radiation  dos- 
age specified  in  the  filed  Outline  of 
Production  for  the  product. 

(2)  Lacteal  secretions  shall  be  heated 
as  described  in  paragraph  (e)(1)  of  this 
section,  or  shall  be  pasteurized  at  ei- 
ther 72°  C  for  15  seconds  or  89°  C  for  1 
second  using  appropriate  equipment.  In 
lieu  of  the  heat  treatment  reg-imens 
prescribed,  lacteal  secretions  may  be 
treated  with  at  least  2.5  megarads  of 
ionizing  radiation,  with  a  maximum  ra- 
diation dosage  specified  in  the  Outline 
of  Production  for  the  product. 

(3)  Egg  material  shall  be  heated  at 
58.0-69.0^0  for  90  minutes,  or  treated 
with  at  least  2.5  megarads  of  ionizing 
radiation,  with  a  maximum  radiation 
dosage  specified  in  the  filed  Outline  of 
Production  for  the  product. 

(4)  Blood  derivatives,  lacteal  secre- 
tions, and  egg  material  shall  not  con- 
tain preservatives  at  the  time  of  heat 
treatment,  and  immediately  after  heat 
treatment  shall  be  cooled  to  TC  or 
lower. 

(5)  Licensees  shall  keep  detailed 
records  as  to  each  batch  treated  and 
each  serial  of  product  prepared  for 
marketing.  Recordintr  charts  shall  hear 
full  information  concerning  the  mate- 
rial treated  and  tests  made  of  the 
equipment  used  for  treatment. 

(f)  Prp^crvatives.  Liquid  antibody 
products,  except  those  immediately 
frozen  following  preparation  and  main- 
tained in  a  frozen  state  until  time  of 
use,  shall  contain  at  least  one  preserv- 
ative from  the  following  list,  within 
the  range  of  concentration  set  forth: 

(1)  Phenol  0.25  to  0.55  percent,  or 

(2)  Cresol  0.10  to  0.30  percent,  and  or 

(3)  Thimerosal  0.01  to  0.03  percent,  or 

(4)  Other  preservative's)  specified  in 
the  filed  Outline  of  Prodactlon  for  the 
product. 

(g)  Antigens  for  hyper  immunization.  If 
animals  are  hyperimmunized  to  gen- 
erate antibodies  for  a  product  for  the 

prevention  and'or  alleviation  of  a  spe- 
cific infectious  disease,  and  a  USDA-li- 
censed  veterinary  biological  product  is 
not  employed  for  this  purpose,  the  fol- 
lowing shall  apply: 

(1)  For  each  antigen,  a  Master  Seed 
shall  be  established. 


(i)  Bacterial  Master  fcieeds  shall  be 
tested  for  purity  and  identity  as  pre- 
scribed for  live  bacterial  vaccines  in 

§113.64. 

(ii)  Viral  Master  Seeds  shall  be  tested 
for  parity  and  identity  as  prescribed 
for  live  virus  vaccines  in  §113.900. 

<2)  The  maximum  allowable  passage 
level  of  the  hyperimmunizing  antigen 
shall  be  the  passage  level  of  the  anti- 
gen used  to  generate  product  shown  to 
be  efficacious  and  shall  not  exceed  10 
passages  from  the  Master  Seed. 

(h)  Purity  tests.  Final  container  sam- 
ples of  each  iserial  and  each  subserial 
shall  be  tested  for  viable  bacteria  and 
fungi  as  follows: 

(1)  Dried  products  for  parenteral  ad- 
ministration and  liquid  products  shall 
be  tested  as  prescribed  in  §  113.26. 

(2)  For  dried  products  for  oral  admin- 
istration, 10  dnal  container  samples 
shall  be  reconstituted  with  sterile 
water  at  the  volume  recommended  on 
the  label  and  tested  for  the  following 
contaminants: 

(i)  CoUfofms\  One  milliliter  of  each  re- 
hsrdrated  sample  shall  be  pipetted  into 
a  100x15  mm  petri  dish  and  10-15  ml  of 
violet  red  bile  agar  at  45-50°  C  added. 
The  plate  shall  be  manipulated  to  coat 
its  entirety  with  the  agar-sample  mix- 
ture and  allowed  to  stand  until  the 
mixture  solidifies.  The  plate  shall  then 
be  incubated  at  35°  C  for  24  hours.  A 
positive  control  plate  and  a  negative 
control  plate  shall  be  prepared  at  the 
same  time  and  in  the  same  manner  as 
the  plates  containing  samples  of  the  se- 
rial. All  plates  shall  be  examined  at  the 
end  of  the  incubation  period.  If  char- 
acteristic growth  is  observed  on  the 
negative  control  plate,  or  no  char- 
acteristic growth  is  observed  on  the 
positive  control  plate,  the  test  shall  be 
considered  inconclusive  and  may  be  re- 
peated. If  characteristic  growth  is  ob- 
served on  any  of  the  10  plates  con- 
taining samples  of  the  serial,  one 
retest  to  rule  out  faulty  technique  may 
be  conducted  on  samples  from  20  final 
containers.  If  icharacterlstic  growth  is 
observed  on  any  of  the  retest  pk\t  ns.  or 
if  a  retest  is  not  initiated  within  21 
days  of  the  completion  of  the  original 
test,  the  serial  or  subserial  is  unsatis- 
factory. 

(iii  Subnonellae.  One  milliliter  of  each 
reliydrated  sample  shall  be  pipetted 
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into  a  100x15  mm  petri  dish  and  10->16 

ml  of  brilliant  green  agar  at  45  50°C 
added.  The  dish  shall  be  manipulated 
to  coat  its  entirety  with  the  agar-sara- 
ple  mixtnre  and  allowed  to  stand  until 
the  mixture  solidifies.  The  plate  shall 
then  be  incubated  at  35° C  for  24  hours. 
A  positive  control  plate  and  a  negative 
control  plate  shall  be  prepared  at  the 
same  time  and  in  the  same  manner  as 
the  plates  containing  samples  of  the  se- 
rial. All  plates  shall  be  examined  at  the 
end  of  the  incubation  period.  If  char- 
acteristic growth  is  observed  on  the 
negative  control  plate,  or  no  char- 
acteristic growth  is  observed  on  the 
positive  control  plate,  the  test  shall  be 
considered  inconclusive  and  may  be  re- 
peated. If  characteristic  growth  is  ob- 
served on  any  of  the  10  plates  mn- 
tainlng  samples  of  the  serial,  one 
retest  to  rule  out  faulty  technique  may 
be  conducted  on  samples  from  20  final 
containers.  If  characteristic  growth  is 
observed  on  any  of  the  retest  plates,  or 
if  a  retest  is  not  initiated  within  21 
dasrs  of  the  completion  of  the  original 

test,  the  serial  or  subserlal  is  unsatis- 
factory. 

(ili)  Fungi.  One  milliliter  of  each  re- 
hydrated  sample  shall  be  pipetted  into 
a  100^5  mm  petri  dish  and  10^  15  ml  Of 
appropriately  acidified  potato  dextrose 
agar  at  45-50'' C  added.  The  plate  shall 
be  manipulated  to  coat  its  entirety 
with  the  agar-sample  mixture  and  al- 
lowed to  stand  until  the  mixture  solidi- 
fies. The  plate  shall  then  be  incubated 
at  20-25*^0  for  5  days.  A  positive  control 
plate  and  a  negative  control  plate  shall 
be  prepared  at  the  same  time  and  in 
the  same  manner  as  the  plates  con- 
taining samples  of  the  serial.  All  plates 
shall  be  examined  at  the  end  of  the  in- 
cubation period,  if  trrowth  is  observed 
nn  the  negative  control  plate,  or  no 
growth  is  observed  on  the  positive  con- 
trol plate,  the  test  shall  be  considered 
inconclusive  and  may  be  repeated.  If 
growth  is  observed  on  any  of  the  10 
plates  containing  samples  of  the  serial, 
one  retest  to  rule  out  faulty  technique 
may  be  conducted  on  samples  from  20 
final  containers.  If  growth  is  observed 
on  any  of  the  retest  plates,  or  if  a 
retest  is  not  initiated  within  21  days  of 
the  completion  of  the  original  test,  the 
serial  or  subserial  is  unsatis£eu:tory. 


(iv)  Total  b€U!terial  count.  One  milli- 
liter of  each  rehydrated  sample,  undi- 
luted or  diluted  as  prescribed  in  the 
Outline  of  Production,  shall  be  pipetted 
into  a  100x15  mm  petri  dish  and  10-16 
ml  of  tryptone  t^^lucose  extract  agar  at 
15  50  C  added.  The  plate  shall  be  ma- 
nipulated to  coat  its  entirety  with  the 
agar-sample  mixture  and  allowed  to 
stand  until  the  mixture  nli  lifies.  The 
plate  shall  then  be  incubated  at  35""  C 
for  48  hours.  A  positive  control  plate 
and  a  negative  control  plate  shall  be 
prepared  at  the  same  time  and  in  the 
same  manner  as  the  plates  containing 
samples  of  the  serial.  Ail  plates  shall 
be  examined  at  the  end  of  the  inoubi^ 
tlon  period.  If  growth  is  observed  on 
the  negative  control  plate,  or  no 
growth  is  observed  on  the  positive  con- 
trol plate,  the  test  shall  be  considered 
inconclusive  and  may  be  repeated.  If 
the  average  number  of  bacterial  colo- 
nies on  the  10  plates  containing  sam- 
ples of  the  serial  exceeds  that  specified 
in  the  filed  Outline  of  Production  for 
the  product,  one  retest  to  rule  out 
faulty  technique  may  be  conducted  on 
samples  from  20  final  containers.  U  the 
average  number  of  bacterial  colonies 
on  the  retest  plates  exceeds  that  speci- 
fied in  the  filed  Outline  of  Production 
for  the  product,  or  if  a  retest  is  not  ini- 
tiated within  21  days  of  the  completion 
of  the  original  test,  the  serial  or  sub- 
serial  is  unsatisfactory. 

(1)  Safety  tests.  Bulk  or  final  con- 
tainer samples  of  each  serial  shall  be 
tested  as  prescribpd  in  §  113.33(b).  Dried 
product  shall  be  reconstituted  as  indi- 
cated on  the  label  and  0.5  ml  injected 
per  mouse. 

rei  FR  51774,  Oct.  4, 1996] 

§  113.451    Tetanus  Antitoxin. 

Tetanus  Antitoxin  is  a  specific  anti- 
body product  containing  antibodies  di- 
rected against  the  toxin  of  Clostridtum 
tetani.  Each  serial  shall  meet  the  appli- 
cable general  requirements  provided  in 
§113.450  and  pai'agi'aph  (,a;  of  this  sec- 
tion, and  be  tested  for  potency  as  pro- 
vided in  paragraph  (b)  of  this  section. 
Any  serial  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(a)  Oerural  requirements.  The  amount 
of  antitoxin  in  a  final  container  shall 
be  the  amount  which  is  delivered  tcom 
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such  container  when  opened  and  in- 
verted until  the  flow  stops.  A  grad- 
uated volumetric  cylinder  which  con- 
forms to  the  National  Institute  of 
Standards  and  Technology  require- 
ments shall  be  used.  The  reading  shall 
he  made  at  the  bottom  of  the  meniacus. 
Volumes  of  10  ml  or  less  shall  be  re- 
corded to  the  nearest  0.1  and  volumes 
over  10  ml  shall  be  recorded  to  the 
nearest  ml. 

(1)  All  final  containers  of  Tetanus 
Antitoxin  shall  yield  not  less  than  the 
labeled  unitage  of  antitoxin  through- 
out the  dating  period.  The  minimum 
package  si2se  permitted  for  marketing 
in  the  United  States  shall  be  a  1,500 
unit  vial. 

(2)  The  expiration  date  of  Tetanus 
Antitoxin  shall  be  not  more  than  3 
years  after  the  date  of  a  potency  test 

which  demonstrates  that  the  recover- 
able antitoxin  from  the  final  container 
provides  at  least  20  percent  excess  over 
the  number  of  units  claimed  on  the 
label  or  not  more  than  1  year  after  the 
date  of  a  potency  test  which  dem- 
onstrates that  the  recoverable  anti- 
toxin trom  the  final  container  provides 
10  to  19  percent  excess  over  the  number 
of  units  claimed  on  the  label. 

(b)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  assayed  to 
calculate  the  units  of  Tetanus  Anti- 
toxin in  each  final  container.  A  com- 
parative toxin-antitoxin  neutralization 
test  shall  be  conducted  using  a  stand- 
ard antitoxin  and  a  standard  toxin.  All 
dilutions  shall  be  made  in  M  15  phos- 
phate buffered  (pH)  7.4  physiological 
saline  with  0.2  percent  gelatin. 

(1)  One  ml  of  the  Standard  Antitoxin 
shall  be  diluted  before  use  so  the  final 
volume  contains  0.1  unit  per  ml.  The 
dilution  shall  be  held  at  20°  to  25  ^  G  for 
30  minutes  prior  to  oombination  with  a 
test  does  of  toxin. 

(2)  The  Standard  Toxin  test  dose  is 
that  amount  which  when  mixed  with 
0.1  unit  of  Standard  Antitozln,  incu- 
bated at  20^  to  25  "  C  for  1  hour,  and  in- 
jected sulicutaneously  into  a  340  to  380 
grain  guinea  pig,  results  in  death  of 
that  guinea  pig  within  60  to  120  hours 
with  clinical  signs  of  tetanus.  The 
toxin  shall  be  diluted  so  the  test  dose 
shall  be  in  2.0  ml. 


(3)  A  mixture  of  diluted  Standard 
Toxin  and  diluted  Standard  Antitoxin 
shall  be  made  so  that  0.1  unit  of  anti- 
toxin in  1  ml  Is  combined  with  a  test 
dose  of  toxin.  This  Standard  Toxin- 
Antitoxin  mixture  shall  be  held  at  20*^ 
to  25  *  O  for  1  hour  before  injections  of 
guinea  pigs  are  made. 

(4)  A  sample  from  each  serial  of  anti- 
toxin shall  be  prepared  as  was  the 
Standard  Toxin-Antitoxin  mixture;  ex- 
cept the  amount  of  antitoxin  shall  be 
based  on  an  estimation  of  the  expected 
potency.  When  testing  is  done  on  bulk 
material,  tiie'  final  container  fill  shall 
reflect  the  endpolnt  value  plus  10  per- 
cent overage  for  1  year  dating  and  20 
percent  overage  for  3  year  dating. 

(5)  Normal  guinea  pigs  weighing 
within  a  range  of  340  to  380  grams  shall 
be  used.  Pregnant  guinea  pigs  must  not 
be  used. 

(i)  Each  of  two  guinea  pigs  (controls) 
shall  be  injected  subcutaneously  with  a 
3  ml  dose  of  the  Standard  Toxin-Anti- 
toxin mixture.  Injections  shall  be  made 
in  the  same  order  that  toxin  is  added 
to  the  dilutions  of  antitoxins.  These 
shall  be  observed  parallel  with  the  ti- 
tration of  one  or  more  unknown 
antitoxins. 

(11)  Two  guinea  pigs  shall  be  used  as 
test  animals  for  each  dilution  of  the 
unknown  antlto.xin.  A  3.0  ml  dose  shall 
be  injected  subcutaneously  into  each 
animal. 

(6)  Controls  shall  be  observed  until 
they  are  down  and  are  unable  to  rise  or 
stand  under  their  own  power.  At  this 
time  they  are  euthanized  and  the  time 
of  death  is  recorded  in  hours.  For  a  sat- 
isfactory test,  the  controls  must  reach 
this  point  with  clinical  signs  of  tetanus 
wil^iln  24  houib  of  eadh.  other  and  with- 
in an  overall  time  of  60  to  120  hours. 
The  clinical  signs  to  be  observed  are  In- 
creased muscle  tonus,  curvature  of  the 
spine,  assrmmetry  of  the  body  outline 
when  the  rest^l^  animal  is  viewed  from 
above,  generalized  spastic  paralysis, 
particularly  of  the  extensor  muscles, 
inability  to  rise  f^m  a  smooth  surface 
when  the  animal  is  placed  on  its  side, 
or  any  combination  of  these  signs.  If 
the  control  guinea  pigs  do  not  respond 
in  this  manner,  the  entire  test  shall  be 
repeated. 

(7)  Potency  of  an  unknown  antitoxin 
is  determined  by  finding  the  mixture 
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wbicli  will  protect  the  test  animal  the 
same  as  the  Standard  Toxin- Antitoxin 
mixture.  Test  animals  dyin^'  sooner 
than  the  controls  indicate  the  unit 
value  selected  In  that  dilation  was  not 
present,  whereas  those  living  longer  in- 
dicate a  greater  unit  value. 

[39  FR  16859,  May  10.  1974.  Redesig-natefl  at  ;?9 
FR  25463.  July  11.  1974.  and  amended  at  40  FR 
760.  Jan.  3.  1975;  40  FR  41996.  Sept.  10.  1975:  43 
FR  1479.  Jan.  10.  197R:  5)0  FR  24905,  June  14. 
1985.  Redesignated  at  55  FR  35561,  Aug.  31, 
1900;  61  FR  S1776,  Oct.  4.  1996:  64  FR  43045. 
Aug.  9. 1900] 

i  113.462  Erysipelothrix  Rhusiopathiae 
Antibody. 

Erysipelothrix  Rhusiopathiae  Anti- 
body is  a  specific  antibody  product  con- 
taining antibodies  directed  against  one 
or  more  somatic  antigens  of 
Erysipelothrix  rhusiojxithiae.  Each  serial 
shall  be  tested  as  provided  in  this  sec- 
tion. Any  serial  found  unsatisfactory 
by  a  prescribed  test  shall  not  be  re- 
leased. 

(a)  Each  seiial  shall  meet  the  appli- 
cable general  requirements  provided  in 
§113.450. 

(b)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  using 
the  two-stage  test  provided  in  this  sec- 
tion. 

(1)  Tn  the  first  sta^e.  each  of  40  Swiss 
mice,  each  weighing  16  to  20  grams, 
shall  be  injected  subcutaneously  with 
0.1  ml  of  product  (dried  product  shall 
be  rehydrated  according  to  label  direc- 
tions). Twenty-four  hours 
postinjection,  the  injected  mice  and  10 
additional  mice  desigrnated  controls 
shall  be  challenged  subcutaneously 
with  the  same  culture  of  Erysipelothrix 
rhusiopathiae. 

(2)  If  less  than  eight  of  the  10  con- 
trols die  from  ei-ysipelas  within  7  days 
post-challenge,  the  test  is  invalid.  All 
dead  mice  shall  be  examined  to  deter- 
mine if  the  cause  of  death  was 
Erysipelothrix  rhusiopathiae  infection. 

(3)  The  mice  injected  with  product 
shall  be  observed  for  10  days 
postchallenge  and  all  deaths  recorded. 
The  second  stage  shall  be  required 
when  7-10  of  the  mice  injected  with 
product  die  in  the  first  stage.  The  sec- 
ond stage  shall  be  conducted  in  a  man- 
ner identical  to  the  first  stage. 


(4)  The  results  of  the  test  shall  be 
evaluated  according  to  the  following 
table: 


Number  of  vac- 


40 
40 


Cumulative 
number  ol  vac- 


40 
80 


Oumu- 


tolal 

num- 
ber of 
deattis 
for  a 

factory 
test 


6or 

181 

12  or 


Cumu- 
lative 
total 
num- 
ber of 
(lealtis 
for  an 
unsat- 
isfao- 
tory 
test 


11  or 
mora. 
13  or 


[39  FR  16859,  May  10,  1974.  Redesignated  at  39 
FR  25463.  Jnly  11.  1974.  as  amended  at  40  FR 
20067.  May  8.  1975:  40  FR  23989.  June  4.  197B 
Redesignated  at  55  FR  35561.  Aug.  31.  1990;  61 
FR  51776.  Oct.  4.  1096:  64  FR  43045.  Ang.  9. 
1900] 

SUS^  [Seeemd] 

§  113.454   Clostridium  Perfringens 
1>pe  C  Aatitosiii. 

Clostridium  Perfringens  Type  C  Anti- 
toxin is  a  specific  antibody  product 
containing  antibodies  dii^ected  against 
the  toxin  of  Clostriditan  perfringens 
Type  C.  Bach  serial  shall  be  tested  as 
provided  in  this  section.  Any  serial 
found  unsatisfactory  by  a  prescribed 
test  shall  not  be  released. 

(a)  Each  serial  shall  meet  the  appli- 
cable .reneral  requirements  provided  in 
§113.450. 

(b)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  serial  shall  be  tested  using 
the  toxin-neutrali^tion  test  for  Beta 
Antitoxin  provided  in  this  section. 
Dried  products  shall  be  rehydrated  ac- 
cording to  label  directions. 

(1)  When  used  in  this  test,  the  fol- 
lowing words  and  terms  shall  mean: 

(i)  International  avfi toxin  unit.  (I.U.) 
That  quantity  of  Beta  Antitoxin  which 
reacts  with  Lo  and  L+  doses  of  Stand- 
ard Toxin  according  to  their  defini- 
tions. 

(ii)  U4ose.  The  largest  quantity  of 
toxin  which  can  be  mixed  with  one  unit 
of  Standard  Antitoxin  and  not  cause 
sickness  or  death  in  injected  mice. 

(iii)  L+dose.  The  smallest  quantity  of 
toxin  which  can  be  mixed  with  one  unit 
of  Standard  Antitoxin  and  cause  death 
in  at  least  80  percent  of  injected  mice. 
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Civ)  Standard  antitoxin.  The  Beta 
Antitoxin  preparation  which  has  been 
standardized  as  to  antitoxin  unitage  on 
the  basis  of  the  International  Clos- 
tridium perfringens  Beta  Antitoxin 
Standard  and  which  is  either  supplied 
by  or  acceptable  to  Animal  and  Plant 
Health  Iiispectloii  Service.  The  antft* 
toxin  unit  value  shall  be  stated  on  the 
label. 

(V)  Standard  toxin.  The  Beta  toxin 
preparation  which  is  supplied  by  or  is 
acceptable  to  Animal  and  Plant  Health 

Inspection  Service. 

(vi)  Diluent.  The  solution  used  to 
make  proper  dilutions  prescribed  in 
this  test.  Such  solution  shall  be  made 
by  dissolving  1  gram  of  peptone  and 
0.25  gram  of  sodium  chloride  in  each  100 
ml  of  distilled  water;  adjusting  the  pH 
to  7.2;  antoclavlng  at  250  <>F.  for  25  min- 
utes: and  storing  at  4  °C.  until  used. 

(2)  Tlie  antitoxin  content  of  the  test 
sample  shall  be  determined  as  follows: 

(i)  Make  a  dilution  of  Standard  Anti- 
toxin to  contain  10  International  Units 
of  antitoxin  per  ml. 

(ii)  Make  one  dilution  of  Standard 
Toxin  to  contain  10  Lo  doses  i>er  ml  and 
make  a  second  dilution  of  Standard 
Toxin  to  contain  10  L  ,  doses  per  ml. 

(iii)  Dilute  1  ml  of  the  test  sample 
with  40  ml  of  diluent  and  combine  1  ml 
of  this  dilution  with  1  ml  of  the  Stand- 
ard Toxin  diluted  to  contain  10  Lo 
doses. 

(iy)  Combine  10  International  Units 

of  Standard  Antitoxin  with  10  L,,  doses 
of  diluted  Standard  Toxin  and  combine 
10  International  Units  of  Standard 
Antitoxin  with  10  doses  of  diluted 
Standard  Toxin. 

(v)  Neutralize  all  toxin-antitoxin 
mixtures  at  room  temperature  for  1 
hour  and  hold  In  ice  water  until  injec- 
tions of  mice  can  be  made. 

(vi)  Five  Swiss  white  mice,  each 
weighing  16-20  grams,  shall  be  used  for 
each  toxin-antltoxin  mixture.  A  dose  of 
0.2  ml  shall  be  injected  intravenously 
into  each  mouse.  Conclude  the  test  24 
hours  post-injection  and  record  all 
deaths. 

(3)  Test  Interpretation,  (i)  If  any  mice 
inoculated  with  the  mixture  of  10 
International  Units  of  Standard  Anti- 
toxin and  10  Lo  doses  of  Standard  Toxin 
die,  the  results  of  the  test  are  Inconclu- 
sive and  shall  be  repeated:  Provided, 


§113.455 

That,  if  the  test  is  not  repeated,  the  se- 
rial shall  be  declared  unsatisfactory. 

(ii)  If  less  than  80  percent  of  the  mice 
inoculated  with  the  mixture  of  10 
International  Units  of  Standard  Anti- 
toxin and  10  L .  doses  of  Standard 
Toxin  die.  the  results  of  the  test  are  in- 
conclusive and  shall  be  repeated:  Pro- 
vided, That,  if  the  test  is  not  repeated, 
the  serial  Shall  be  declared  unsatisfac- 
tory. 

(iii)  If  any  mice  inoculated  with  the 
mixture  of  Clostridium  Perfringens 
Type  C  Antitoxin  diluted  1:50  and  10  Lo 
doses  of  Standard  Toxin  die.  the  anti- 
toxin is  considered  to  contain  less  than 
500  International  Unit  per  ml  and  the 
serial  is  unsatisfactory. 

[39  FR  16859,  May  10,  1974.  Redesignated  at  39 
FR  25463.  July  11.  1974.  Redesignated  at  55  FR 
35561,  Aug.  31,  1990,  as  amended  at  56  FR 
06784.  Dec.  26.  1991:  61  FR  51777.  Oct.  4,  1996] 

§  113.455  Clostridium  PerMngens 
Type  D  Aatltoziii. 

Clostridium  Perfringens  Type  D 
Antitoxin  is  a  specific  antibody  prod- 
uct containing  antibodies  directed 
against  the  toxin  of  Clostridium 
perfringens  Type  D.  Eiach  serial  shall  be 
tested  as  provided  in  this  section.  Any 
serial  found  unsatisfactory  by  a  pre- 
scribed test  shall  not  be  released. 

(a)  Each  serial  shall  meet  the  appli- 
cable greneral  requirements  provided  in 
§113.450. 

(b)  Potency  test.  Bulk  or  final  con- 
tainer samples  of  completed  product 
from  each  setial  shall  be  tested  using 
the  toxin-neutralization  test  for  Epsi- 
Ion  Antitoxin  provided  in  this  section. 
Dried  products  shall  be  rehydrated  ac- 
cording to  label  directions. 

(1)  When  used  in  this  test,  the  fol- 
lowing words  and  terms  shall  mean: 

(i)  International  antitoxin  unit.  (I.U.) 
That  quantity  of  Epsilon  Antitoxin 
which  reacts  with  Lo  and  L+  doses  of 
Standard  Toxin  according  to  their  defi- 
nitions. 

(ii)  Lodose.  The  largest  quantity  of 
toxin  which  can  be  mixed  with  one- 
tenth  unit  of  Standard  Antito.xin  and 
not  cause  sickness  or  death  in  injected 
mice. 

(ill)  L^.dose.  The  smallest  quantity  of 

toxin  which  can  be  mixed  with  one- 
tenth  unit  of  Standard  Antitoxin  and 
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cause  death  In  at  least  80  percent  of  in- 
jected mice. 

(iv)  Standard  antitoxin.  The  Epsilon 
Antitoxin  preparation  which  has  been 
standardised  as  to  antitoxin  anitage  on 
the  basis  of  the  International  Clos- 
tridxnm  perfringcir-  Epsilon  Antitoxin 
Standard  and  which  is  either  supplied 
by  or  acceptable  to  Animal  and  Plant 
Health  Inspection  Service.  The  anti- 
toxin unit  value  shall  be  stated  on  the 
label. 

(v)  Standard  toxin.  The  Epsilon  toxin 

preparation  which  is  supplied  hy  or  is 
acceptable  to  Animal  and  Plant  Health 
Inspection  Service. 

(yi)  Diluent.  The  solution  nsed  to 
make  proper  dilutions  prescribed  in 
this  test.  Such  solution  shall  be  made 
by  dissolving  1  giam  of  peptone  and 
0.25  gram  of  sodium  chloride  in  each  100 
ml  of  distilled  water:  adjusting  the  pH 
to  7.2;  autoclavini^  at.  250  T.  for  25  min- 
utes; and  storing  at  4  C.  until  used. 

(2)  The  antitoxin  content  of  the  test 
sample  shall  be  determined  as  follows: 

(\)  Make  a  dilution  of  Standard  Anti- 
toxin to  contain  1  International  Unit  of 
antitoxin  per  ml. 

(li)  Make  one  dilution  of  Standard 
Toxin  to  contain  10  L,,  doses  per  ml  and 
make  a  second  dilution  of  Standard 
Toxin  to  contain  10  L  4-  doses  per  ml. 

(iii^  Dilute  1  ml  of  the  test  sample 
with  33  ml  of  diluent  and  combine  1  ml 
of  this  dilution  with  1  ml  of  the  Stand- 
ard Toxin  diluted  to  contain  10  Lo 
doses. 

(iv)  Combine  1  International  Unit  of 
Standard  Antitoxin  with  10  Lu  doses  of 
Standard  Toxin  and  combine  1  Inters 
national  Unit  of  Standard  Antitoxin 
with  10  L  .  doses  of  Standard  Toxin. 

(V)  Neutralize  all  toxin-antitoxin 
mixtures  at  room  temperature  for  1 
hour,  and  hold  in  ice  water  until  injec- 
tions of  mice  can  be  made. 

(vi)  Five  Swiss  white  mice,  each 
weigrhiner  16-20  grams,  shall  be  used  for 
each  toxin-antitoxin  mixture.  A  dose  of 
0.2  ml  wshall  be  injected  intravenously 
into  each  mouse.  Conclude  the  test  24 
hours  poet-injection  and  record  all 
deaths. 

(3)  Tt'^^t  Tntcipretation.  (i)  If  any 
mice  inocuiaLcd  with  the  mixture  of  1 
International  Unit  of  Standard  Anti- 
toxin and  10  Lx,  doses  of  Standard  Toxin 
die,  the  results  of  the  test  are  inconclu- 


sive and  shall  be  repeated:  Provided^ 

That,  if  the  test  is  not  repeated,  the  se- 
rial shall  be  declared  unsatisfactory. 

(ii)  If  less  than  80  percent  of  the  mice 
inoculated  with  mixture  of  1  Inter- 
national Unit  of  Standard  Antitoxin 
and  10  L+  doses  of  Standard  Toxin  die. 
the  results  of  the  test  are  inconclusive 
and  shall  be  repeated:  Provided,  That,  if 
the  test  is  not  repeated,  the  serial  dudl 
be  declared  unsatisfactory. 

(iii)  If  any  mice  inoculated  with  the 
mixture  of  Clostridium  Perfringens 
Tjrpe  D  Antitoxin  diluted  1:94  and  10  Lo 
doses  of  Standard  Toxin  die.  the  anti- 
toxin is  considered  to  contain  less  than 
34  International  Units  per  ml  and  the 
serial  is  unsatisftotory. 

[39  PR  16859.  May  10.  1974.  Redesignated  at  39 
FR  25463.  July  11.  1974.  as  amended  at  40  FR 
760.  Jan.  3.  1975.  Redeslg-nated  at  55  FR  35561. 
Aug.  31,  1990.  as  amended  at  56  FR  66784,  Dec. 
36. 1991;  61  FR  51777,  Oct.  4. 1996] 

§§113.456-113.498  IReserved] 

8113^99  Products   for  treetaeBt  of 

failure  of  passive  transfer. 

A  product  for  the  treatment  of  fail- 
ure of  passive  transfer  (FPT)  shall  con- 
tain a  specified  minimum  quantity  of 
IgG  per  do.se  and  shall  be  recommended 
for  use  only  in  neonates  of  the  same 
species  as  that  of  antibody  origin.  A 
product  for  oral  administration  diall 
not  be  recommended  for  use  in  animals 
more  than  24  hours  of  age.  while  one 
for  parenteral  administration  shall 
only  he  recommended  for  use  in  neo- 
natal animals.  Each  serial  shall  meet 
the  applicable  eeneral  requirements 
provided  in  §113.450  and  be  tested  for 
potency  as  provided  in  this  section. 
Any  serial  found  unsatisfactory  by  a 
prescribed  test  shall  not  be  released. 

(a)  Qualification  of  an  IgG  Reference 
Product.  An  IgO  Reference  Product  (ref- 
erence) shall  be  a  serial  of  product  that 
is  manufactured  according  to  the  filed 
Outline  of  Production,  properly  quali- 
fied, and  used  to  assess  the  potency  of 
subsequent  product  serials,  as  de- 
scribed in  paragraph  (c)  below.  The  ref- 
erence shall  be  qualified  as  follows: 

(1)  At  least  20  newborn,  colostrum-de- 
prived animals  of  the  species  for  wbkHi 
the  product  is  recommended  shall  be 
randomly  selected. 
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(2)  Blood  samples  shall  1>e  taken  from 

each  animal. 

(3)  Each  animal  sliail  be  administered 
one  dose  of  leference  by  the  rec- 
ommended route  and  shall  be  observed 

for  24  hours. 

(1)  Any  adverse  reactions  shall  be  re- 
corded. 

(il)  The  dosage  of  reference  adminis- 
tered to  each  animal  shall  be  in  accord- 
ance with  label  directions.  Label  direc- 
tions may  indicate  a  single  dosage  re- 
flrardless  of  weight,  in  which  case  the 
animals  in  the  study  shall  he  at  or  near 
the  maximum  weight  for  neonates  of 
the  species. 

(4)  After  24  hours,  blood  samples  shall 
be  taken  from  each  animal. 

(5)  Pretreatment  and  post  treatment 
serum  IgG  concentrations  shall  be  con- 
currently determined  for  each  animal 
using-  a  radial  immunodiffusion  (RID) 
method  acceptable  to  APHIS  and  de- 
scribed in  the  filed  Outline  of  Produc- 
tion for  the  product. 

fG)  Concurrently,  using  the  same 
method,  five  IgG  measurements  shall 
be  made  on  an  IgG  Species  Standard 
supplied  or  approved  by  APHIS.  The 
IgG  Species  Standard  shall  be  a  prepa- 
ration that  contains  IgG  specific  for 
the  species  in  question  at  a  concentra- 
tion acceptable  to  AFHIS. 

(7)  For  an  IgG  Reference  Product  to 
be  satisfactory,  all  animals  used  to 
qualify  the  reference  must  remain  free 
of  unfavorable  product-related  reac- 
tions and  at  least  90  percent  of  the 
paired  serum  samples  must  reflect  an 
increase  in  IgG  concentration 
(posttreatment  minus  pretreatment 
concentratloii)  equal  to  or  greater  than 
the  IgG  concentration  of  the  IgG  Spe- 
cies Standard. 

(b)  AnUbody  functionality.  Prior  to  li- 
censure, the  prospective  licensee  shall 
perform  a  neutralization  study,  or  an- 
other  type    of   study    acceptable  to 

APHIS,  to  demonstrate  fanctionality 

of  product  antibody. 

(c)  Potency.  Bulk  or  final  container 
samples  of  completed  product  from 
each  serial  Shall  be  tested  for  Ig<3>  con- 
tent as  provided  in  this  paragraph. 
Samples  of  the  test  serial  and  of  an  IgG 
Reference  Product  established  in  ac- 
cordance with  paragraph  (a)  of  this  sec- 
tion  shall  be  concurrently  tested  for 
IgG  content  by  the  RID  method  re- 


ferred to  in  paragraph  (a)(6)  of  this  sec- 
tion. Five  IgG  measurements  shall  be 
made  on  each.  If  the  IgG  level  per  dose 
of  the  test  selrial  does  not  meet  or  ex- 
ceed that  of  the  reference,  one  com- 
plete retest.  involving  five  IsrG  meas- 
urements on  both  the  reference  and 
two  samples  of  the  test  serial,  may  be 
conducted.  If,  upon  retest,  the  average 
IgG  level  per  dose  of  the  two  samples  of 
the  test  serial  does  not  meet  or  exceed 
that  of  the  reference,  or  if  a  retest  is 
not  conducted,  the  serisl  is  unsatisCac- 
tory. 

[61  FR  51777,  Oci.  4. 1096] 

PART  114— PRODUCTION  REQUIRE- 
MENTS FOR  BIOLOGICAL  PROD- 
UCTS 

Sec. 

114.1  Applicability. 

114.2  Products  not  prepared  under  license. 

114.3  Separatloh  of  establlBtiinents. 

114.4  Identificat  ion  of  biological  products. 

114.5  Micro-orffanisntis  used  as  seed. 

114.6  Mixing  biological  products. 

114.7  Peraonnei-  at  licensed  establishments. 

114.8  Outline  of  Production  required. 

114.9  Outline  of  Production  guidelines. 

114.10  Antibiotics  as  preservatives. 

114.11  .Storage  and  handling. 
114  12    Expiration  date  required. 

114.13  Expiration  date  detenninaLion. 

114.14  Extension  of  expiration  date  for  a  se- 
rial  or  subserial. 

114.15  Disposal  of  unsatisfactory  products 
and  byprodncts. 

114.16  Producing  subsidiaries. 

114.17  Rebottling  of  biological  products. 

114.18  Reprocessing  of  biological  products. 

Authortty:  21  U.S.C.  151-169;  7  CFR  2.22, 
2.80,  and  371.4. 

SOUBCB:  39  FR  16869,  May  10,  1974,  unless 
otherwise  noted. 

(114.1  Applie^ty. 

Unless  exempted  by  regmlation  or 

otherwise  authorized  by  the  Adminis- 
trator, all  biological  products  prepared, 
sold,  bartered  or  exclianged,  shipped  or 
delivered  for  lihipment  in  or  from  the 
United  States,  the  District  of  Colum- 
bia, any  Territory  of  the  United  States, 
or  any  place  under  the  jurisdiction  of 
the  United  States  shall  be  prepared  in 
accordance  with  the  regulations  in  this 
part.  The  licensee  or  permittee  shall 
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adopt  and  enforce  all  necessary  meas- 
ures and  shall  comply  with  all  direc- 
tions the  Administrator  prescribes  for 
carrying  out  such  regulations. 

LS2  FR  11026.  Apr.  7,  1987.  aa  amended  at  56 
PR  M784.  Dec.  26, 1901] 

§  Products  not  prepared  under  li- 

(a)  When  an  establishment  license  is 

issued,  if  biological  products  which 
were  not  prepared  in  compliance  with 
the  regulations  are  in  the  establish- 
ment, such  products  shall  not  be 
shipped  or  delivered  for  shipment  or 
otherwise  dealt  with  as  having  been 
prepared  under  such  regulations. 

(b)  Except  as  provided  in  9  CFR  part 
103.  a  biological  product  shall  not  be 
prepared  in  a  licensed  establishment 
unless  the  person  to  whom  the  estab- 
lishment license  is  issued  holds  an  un- 
expired, unsuspended.  and  unrevoked 
product  license  issued  by  the  Adminis- 
trator to  prepare  snch  biological  prod> 
not,  or  unless  the  products  prepared 
are  subject  to  the  provisions  of  §107.2 
of  this  subchapter. 

(c)  A  biological  product  produced  in  a 
USDA-licensed  establishment  shall  be 
produced  under  a  U.S.  Veterinary  Bio- 
logical Product  License  or  a  license 
granted  by  a  State  under  {107.2  (re- 
ferred to  as  a  State  biological  product 
license  and  the  products  prepared  pur- 
suant thereto  as  State-licensed  biologi- 
cal products.  Inclndingr  antogenous  bio- 
logics),  but  not  under  both  a  U.S.  Vet- 
erinary Biological  Product  License  and 
a  State  biological  product  license.  Be- 
fore a  U.S.  Veterinary  Biological  Prod- 
uct License  (including  a  conditional  li- 
cense) is  issued,  the  licensee  shall  re- 
linquish its  State  license  for  that  prod- 
uct: Provided,  That  autogenous  bio- 
Icjgics  shall  not  be  subject  to  this  pro- 
vision when  they  are  prepared  in  ac- 
cordance with  the  provisions  of  para- 
graph (c)(5)  of  this  section. 

(1)  state-licensed  biological  products 
(including  autogenous  bioloerics)  shall 
only  be  distributed  or  shipped  intra- 
state, must  not  bear  a  U.S.  Veterinary 
Biologies  Establishment  License  Num- 
ber, and  must  not  otherwise  be  rep- 
resented in  any  manner  as  having  met 
the  requirements  for  a  U.S.  Veterinary 
Biological  Product  license.  Labeling  of 
State-  and  USDA-licensed  biological 


products  produced  in  the  same  estab- 
lishment must  be  distinctly  different 

In  color  and  design. 

(2)  All  biological  products  in  USDA- 
licensed  establishments,  whether  li- 
censed by  USDA  or  by  the  State,  shall 
be  prepared  only  in  locations  indicated 
in  legends  filed  in  accordance  with  9 
CFR  part  108.  A  description  of  each 
State-licensed  product  must  be  filed 
with  the  Animal  and  Plant  Health  In- 
spection Service  as  part  of  the  blue- 
print legends  and  must  be  sufficient  for 
Anlmskl  and  Plant  Health  Inspection 
Service  to  determine  any  risk  to  the 
production  of  other  products  in  the  li- 
censed establishment  and  to  determine 
that  adequate  procedures  are  followed 
to  prevent  contamination  during  pro- 
duction. 

(3)  Records  in  such  establishments 
must  be  maintained  in  accordance  with 
§§116.1  and  116.2  of  this  subchapter  and 
shall  include  all  products  licensed  by 
the  State  or  USDA. 

(4)  Reports  prescribed  in  §116.5  of  this 
subchapter  for  USDA-licensed  estab- 
lishments shall  be  submitted  for  all 
veterinary  biological  products  In  the 
establishment. 

(5)  Under  the  following  condition.s.  an 
autogenous  biologic  may  be  produced 
in  a  USDA-licensed  establishment 
under  either  a  State  or  U.S.  Veterinary 
Biological  Product  License: 

(1)  When  a  culture  of  microorga- 
nisms, isolated  from  a  herd  in  a  State, 
is  received  at  a  USDA-licensed  eotab- 
lishment  that  is  in  the  same  State  but 
that  holds  both  a  State  and  a  U.S.  Vet- 
erinary Biological  Products  License  for 
autogenous  biologies,  the  Isolate  shall 
be  designated  by  the  licensee  for  use  in 
the  production  of  an  autogenous  bio- 
logical product  under  either  the  State 
product  license,  or  the  U.S.  Veterinary 
Biological  Product  License:  Provided, 
That  the  isolate  meets  the  require- 
ments of  the  respective  regulatory  au- 
thority for  an  autogenous  biologic.  If, 
after  producing  the  product  puraoant 
to  one  license,  the  licensee  elects  to 
produce  an  autogenous  biologic  from 
the  same  isolate  under  provisions  of 
the  other  license,  the  licensee  may  do 
so  only  with  the  approval  of  the  othw 
licensing  authority. 
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(ii)  The  true  name  of  a  State-licensed 
autogenous  biologic  shall  specify  the 
State  of  licensure:  e.g. 

"  Autogenous  Bacteiin" 

(State) 

or  Autogenous  Vaccine". 

(State) 

[39  PR  18869,  M&y  10,  1974,  as  amended  at  60 
FR  48021.  Sept.  21. 1995] 

§  114.3    Separation  of  establishments. 

(a)  Each  licensed  establishment  shall 
be  separate  and  distinct  from  any  other 
establishment  in  which  a  biological 
product  is  prepared. 

(b)  No  bioloerical  products  authorized 
to  be  prepared  in  a  licensed  establish- 
ment shall  be  prepared  in  whole  or  in 
part  by  another  licensed  establishment 
except  as  provided  in  paragraphs  (c) 
and  (d)  of  this  section. 

(c)  When  a  partially  prepared  biologi- 
cal product  cannot  be  completed  at  a 
licensed  establishment  due  to  failure  of 
essential  equipment,  the  Administrator 
may  authorize  the  use  of  similar  equip- 
ment at  another  licensed  establish- 
ment: Provided,  That,  such  authoriza- 
tion shall  be  limited  to  the  duration  of 
the  emergency  and  to  the  phase  of  pro- 
duction affected  by  the  equipment  fail- 
ure. 

(d)  Partially  prepared  products  or  se- 
rials of  completed  products  for  Airther 

manufacture  may  be  moved  from  one 
licensed  establishment  to  another  li- 
censed establishment,  imported  under 
the  provisions  of  S  104.5*  or  moved  from 
a  licensed  establishment  for  purpose  of 
being-  exported  under  conditions  pre- 
scribed in  an  Outline  of  Production 
filed  with  Animal  and  Plant  Health  In- 
spection Service.  Licensed  products  or 
products  imported  for  distribution  and 
sale  may  be  prepared  and  recommended 
for  final  use,  for  further  manufacturing 
purposes,  or  both.  All  serials  shall  be 
subject  to  the  requirements  for  testing 
and  release  specified  in  §113.5  or  §113.10 
and  to  the  requirements  for  identifica- 
tion specified  in  §114.4. 

[39  FB  16869,  May  10,  1974,  as  amended  at  40 
FR  46068,  Oct.  8«  1975;  48  FR  45846.  Nov.  21. 
1984;  66  FR  68784,  Dec.  28. 1991] 


§114.4   Identification     of  bioiogicai 

products. 

Suitable  tags  or  labels  of  a  disl^ct 
design  shall  be  used  for  identuying  all 

inL^rfiiii'iit .-;  used  in  the  prejiaration  of 
biological  products,  all  component 
parts  to  be  combined  to  form  a  biologi- 
cal product,  all  biological  products 
while  in  the  course  of  preparation  and 
all  completed  biological  products  held 
in  storage  at  licensed  establishments: 
Provided,  That,  if  such  Ingredients, 
components,  or  biological  products  are 
not  so  identified,  they  shall  be  disposed 
of  as  provided  in  §  114.15. 

$  114.5  Mioro-organimis  used  as  seed. 

Micro-organisms  used  in  the  prepara- 
tion of  biological  products  at  licensed 
establishments  shall  be  free  fi*om  the 
causative  agents  of  other  diseases  or 
conditions.  A  complete  record  of  such 
micro-organisms  shall  be  kept  cur- 
rently correct  and  a  list  submitted  to 
Animal  and  Plant  Health  Inspection 
Service  upon  rsQuest  of  the  Adminis- 
trator. 

(Approved  by  the  Office  of  Manapement  and 
Budget  under  control  number  0579  0059) 

[39  FR  16869,  May  10,  1974.  as  amended  at  48 
FR  57473.  Dec.  30,  1983;  56  FR  66784,  Dec.  26. 
1991]  I 

f  114*6  Mlziiig  biological  products. 

Each  biological  product,  when  in  liq- 
uid form,  shall  be  mixed  thoroughly  in 
a  single  container.  During  bottling  op- 
erations, the  product  shall  be  con- 
stantly mixed  sufficient  to  maintain 
Idiysicsl  unifonhlty  of  the  entire  fill.  A 
serial  number,  with  any  other  mark- 
ings that  may  be  necessary  for  ready 
identification  of  the  serial,  shall  be  ap- 
plied to  identify  it  with  the  records  of 
preparation  and  labeling. 

S  114.7  PenoanBl  at  lioeued  MtaUiah- 

ments.  { 

(a)  Each  licensee  shall  designate  a 
person(s)  to  make  all  official  contacts 
wi-Qi  Animal  an|d  Plant  Health  Inspec- 
tion Service  on  matters  pertaining  to 
the  preparation  of  biolotrical  products 
under  the  Virus-Serum-Toxin  Act.  The 
licensee  Shall  file  three  copies  of  bio- 
graphical summary  with  Animal  and 
Plant  Health  Inspection  Service  for 
such  designated  person  and  for  each 


I 
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person  responsible  for  any  phase  of 
preparation  of  a  bioloflrical  product. 

(h)  All  personnel  employed  in  the 
preparation  of  biological  products  at  a 
licensed  establishment  shall  be  com- 
petent in  good  laboratory  techniques 
through  education  or  training-,  or  both, 
so  as  to  consistently  prepare  high  qual- 
ity prodncts. 

(c)  All  biological  products  prepared 
at  licensed  establishments  shall  be  pre- 
pared and  handled  with  due  sanitary 
precaations.  Good  sanitary  measures 
shall  be  practiced  at  all  times  by  all 
personnel  involved  in  such  preparation 
and  handling  of  biological  products. 

(1)  The  clothing  worn  by  persons 
while  preparing  biological  products 
shall  be  clean.  All  persons,  imme- 
diately before  entering  laboratory 
rooms  of  a  licensed  establishment, 
shall  change  their  outer  clothing  or  ef- 
fectively cover  the  same  with  gowns  or 
other  satisfactory  clean  garments. 

(2)  Unsanitary  practices  such  as«  but 
not  limited  to.  eating,  smoking,  or  ex- 
pectorating on  the  noofs  or  otherwise 
creating  a  nuitiance  in  any  room,  com- 
partment, or  place  in  which  biological 

products    are    prepared,    h.mdled.  or 

stored  at  licensed  establishments  are 

prohibited. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0018) 

[39  Kl;  -.'.iifif*.  May  10.  1974.  a.s  amended  at  48 
FR  f)7473,  Dec.  30.  1963:  56  FR  66784,  Dec.  26, 

1991] 

S 114^   Outline  of  Production  required. 

An  Outline  of  Production  shall  be  on 
file  with  Animal  and  Plant  Health  In- 
spection Service  for  each  licensed  bio- 
logical product  or  for  each  biological 
product  authorized  to  be  imported  into 
the  United  States  lor  Distribution  and 
Sale.  Preparation  of  a  biological  prod- 
uct in  a  licensed  establishment  .shall  bo 
In  accordance  with  the  Outline  of  Pro- 
duction for  such  product  filed  with 
Animal  and  Plant  Health  Inspection 
Service  as  provided  in  thi.-  section,  but 
subject  to  changes  as  may  be  required 
under  §  114.8(f). 

(a)  The  Outline  of  Production  shall 
be  prepared  as  prescribed  in  §114.9  and 
submitted  to  Animal  and  Plant  Health 
Inspection  Service  for  filing.  When  ob- 
jectionable features,  if  any,  are  cor- 
rected and  no  further  exceptions  are 


taken  by  Animal  and  Plant  Health  In- 
spection Service  to  an  Outline  of  Pro- 
duction for  a  biolotfical  product,  such 
Outline  of  Production  shall  be  ap- 
proved for  filing. 

(b)  Each  page  shall  be  stamped  as 
filed  on  the  date  such  action  was  taken 
in  the  bottom  right  hand  corner.  Al- 
though the  filed  outline  may  be  re- 
ferred to  as  an  approved  outline,  ap- 
proval for  filing  constitutes  no  en- 
dorsement by  Animal  and  Plant  Health 
Inspection  Service  of  such  biological 
product  or  the  methods  and  procedureB 
used  to  prepare  such  biological  prod- 
uct. 

(c)  The  originai  and  two  copies  shall 
be  retained  by  Animal  and  Plant 
Health  Inspection  Service  and  the  re- 
maining copies  returned. 

(d)  Elach  licensee  shall  review  each 
Outline  of  Production  for  accuracy  and 
sufficiency  not  less  frequently  than 
once  a  vear.  Revisions  necessary  to 
bring  an  Outline  of  Production  into 
compliance  with  the  regulations  shall 
be  submitted  to  Animal  and  I^ant 
Health  Inspection  Service. 

(e)  When  a  list  of  licensed  products  to 
be  continued  In  prodnctlon  at  a  li- 
censed establi-shment  is  requested  by 
the  Administrator  in  accordance  with 
§  102.5(d)  of  this  subchapter,  the  li- 
censee shall  supplement  the  list  wltti 
Information  for  each  product  as  fol- 
lows: 

(1)  The  Outline  of  Production  cur- 
rently being  used  shall  be  identified  as 

to  the  date  when  last  revised  and  filed 
with  Animal  and  Plant  Health  Inspec- 
tion Service  and  the  date  of  the  last  re- 
view made  by  the  licensee. 

(2)  The  Outline  of  Production  to  be 
kept  ill  the  active  file  shall  be  des- 
ignated. If  more  than  one  has  been  filed 
for  a  product,  only  the  Outline  of  Pro- 
duction  currently  being  used  shall  be 
included. 

(f)  The  Administrator  may,  upon  the 
basis  of  information  not  available  to 

him  at  the  time  the  current  Outline  of 
Production  for  a  biolot^ical  pi  oduct  was 
filed,  object  to  the  methods  or  proce- 
dtires  being  used  in  the  preparation  of 

such  biological  product  and  notify  the 
licensee  to  modify  the  filed  Outline  of 
Production  to  eliminate  such  objec- 
tions. If  the  licensee  does  not  comi^ly 
with  the  notice,  the  Administrator 
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may,  after  affordinf?  opportunity  for  a 
hearing  to  the  licensee,  suspend  the 
product  license  for  the  biological  prod- 
nct  involved;  in  which  case,  the  11- 

cv^^?oo  shall  not  prepare  such  product 
ur.'il  .subsequent  notice  of  withdrawal 
oi  Lhe  suspension  is  given  to  the  li- 
censee. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0018) 

(39  FR  16869.  May  10.  1974,  as  amended  at  48 
FR  57473.  Dec.  30.  1083;  56  FR  06784,  Dec.  26, 
1991] 

6114.9  Outline  of  Productioti  guide- 
lines. 

Each  Outline  of  Production  shall  be 
prepared  in  accordance  with  the  appli- 
cable directions  provided  in  this  sec- 
tion. 

(a)  General  requirements.  (1)  The  origi- 
nal and  not  more  than  four  copies  of 
each  Outline  of  Production  or  special 

outline  or  revised  pages  of  either  shall 
be  prepared  on  heavy  paper  (8.5" x  11")  of 
a  type  receptive  to  permanent  stamp 
ink. 

(2)  The  name  of  the  biological  prod- 
uct (or  component),  the  establishment 
license  number,  and  the  date  prepared 
shall  appear  on  a  front  cover  page  and 
each  page  of  the  Outline  of  Production 
or  special  outline.  The  name  of  the  li- 
censee (or  foreign  manufacturer)  shall 
appear  on  the  front  cover  page. 

(3)  The  pages  shall  be  numbered  in 
the  upper  center.  At  least  IV-j  Inch  mar- 
gin shall  be  left  at  the  top  of  the  first 
page  and  a  2  inch  margin  at  the  bottom 
of  each  page  for  the  Animal  and  Plant 
Health  Inspection  Service  stamp. 

(4)  Amended  pages  shall  be  numbered 
the  same  as  those  being  superseded. 
They  shall  bear  the  date  prepared  and 
refer  to  the  date  on  the  pages  being  su- 
perseded. If  one  replacement  psige  su- 
persedes more  than  one  paf^e.  the  new 
page  shall  indicate  same,  but  if  several 
replacement  pages  are  added  to  super- 
sede one  page,  the  page  number  fol- 
lowed hy  letters  shall  be  used. 

(5)  The  last  psge  of  the  original  and 
one  copy  of  either  a  new  or  a  com- 
pletely rewritten  Outline  of  Production 
and  each  page  revised  separately  shall 
be  signed  In  the  lower  left  comer  by 
the  authorized  representative  of  the  li- 
censee (or  foreign  producer).  Stamped 


or  facsimile  signatures  are  not  accept- 
able. 

(6)  A  summary  of  (dianges  shall  ap- 
pear on  an  attached  page  and  refer  to 
each  page,  paragraph,  or  subparagraph 

being  changed. 

(7)  Transmittal  forms  shall  be  used 
for  the  original  and  subsequent  revi- 
sions. Blank  forms  shall  be  available 
upon  request  to  Animal  and  Plant 
Health  Inspection  Service. 

(b)  Special  outHne.  An  outline  describ- 
ing the  preparation  of  a  component  of 
a  biological  product  or  an  operation 
performed  in  Lhe  preparation  of  a  bio- 
logical product  may  be  required  if  such 
special  outline  could  be  referred  to  in 
Outlines  of  Production  to  eliminate 
repetition.  Each  special  outline  shall 
be  Identified  by  number  and  shall  not 
be  used  until  accepted  and  filed  by  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice. 

(c)  Outline  of  Production  for  anti- 
serum, antitoxin,  and  normal  serum 
shall  be  written  according  to  the  fol- 
lowing: 

Outline  Guide  for  Production  of  Anti- 

SBRUM  AMD  AMTITOZnt  AND  NOBMAL  SSaUM 

LloMise  No.     l^ome  of  Product  Date 
I.  Serum  aninudi.  A.  Species,  conditions, 

age.  and  eeneral  health. 

B.  Exaniluatiou,  prepaiation,  care,  quar^ 
antine.  tests,  and  treatment  of  antmale  be- 
fore injections  are  started. 

C.  Holding,  handling,  exercising,  and  moni- 
toring' the  condition  of  animals  after  injec- 
tions are  started. 

n.  Antigens.  A.  Composition  and  character 
of  the  antigen. 

1.  Mlcro-orRanisms. 

2.  Source  and  date  of  accession  of  each 
rn  i  cro-o  rganism. 

3.  Strains. 

4.  Proportions  of  each  micro-oi-ganism  and 
strain. 

B.  Identification  methods  used  for  each 
micro-orR'anism  and  frequency  with  which 

these  methods  ai-e  applieH 

C.  Virulence  and  parity  of  cultures  or  anti- 
gen and  the  determinatloii  and  malntraance 

thereof.  Range  of  subcultures  or  passages  to 
be  used  in  production. 

D.  Attenuation,  if  any.  before  use  for  pro- 
duction purposes. 

B.  Character,  size,  and  shape  of  containers 
used  text  growing  micro-organisms. 

F.  Media  used  for  .stock,  seed,  and  antipen 
cultures  (composition  and  reaction  of).  May 
refer  to  a  special  outline  by  number. 

G.  Preparation  of  the  antigen  or  toxin  and 
toxoid.  Complete  and  full  description  of  each 
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step  and  its  manner  of  accomplishment  and 
number  these  steps  in  sequence.  Include  all 
tests  for  each  antiK^en.  and  the  specifications 
for  character,  identity,  virulence,  concentra- 
ti  n  and  standardization. 

III.  Immumzatinn  of  animals.  A.  Outline 
fully  with  special  attention  given  to  the  fol- 
lowing: 

1.  Character  and  dose  of  the  antigen. 

2.  Method  and  frequency  of  injections. 

8.  Time  required  for  immunization  or 
hyperimmunization. 

i.  Preliminary  bleedings  and  tests,  if  any, 
to  ascertain  quality  of  serum. 

All   other  similar  matters,  including 
treatments  between  bleedings. 

B.  Period  of  time  elapeing  between  last  in> 
Jection  and  first  bleeding;  and  between  bleed- 
ings. 

C.  Tecbnlque  of  bleeding  operations;  vol- 
ume of  blood  coUeoted  at  each  bleeding;  and 
period  of  rest. 

IV.  Preparation  of  the  biological  product.  A. 
Describe  fully  and  show  each  step  of  prepara- 
tion from  the  first  bleeding  to  the  comple- 
tion of  the  preserved  product  in  bulk  con- 
tainers prior  to  fillioK  of  fimil  containers. 

B.  Composition  of  the  preservative  and 
proportions  used,  bidlcate  at  which  step  of 
production,  and  the  method  used  in  adding 
the  presei  vative. 

O.  Agglutination  and  complement-fixation 
titers  and  the  methods  of  their  determina- 
tions. 

D.  Disposition  of  unsatisfactory  biological 
products  and  Infective  materials  not  used  in 
production. 

E.  Assembly  of  units  to  make  a  serial;  vol- 
ume of  the  averai^e  serial;  and  the  volume  of 
the  maximum  serial. 

V.  Testing.  Indicate  the  stages  In  the  prepa- 
ration of  the  biolotiiral  product  at  which 
samples  are  collected.  Refer  to  all  applicable 
Standard  Requirements.  Outline  all  addi- 
tional te.^ts  in  detail  and  state  minimum  re- 
quirements for  each  satisfactory  test. 

A.  Purity. 

B.  Safety. 

C.  Potency. 

D.  Other  tests. 

VI.  Post  pvi  paratory  steps. 

A.  Form  and  size  of  final  containers  in 
which  the  product  is  to  be  distributed. 

B.  Methods  and  techniques  of  filling  final 
containers.  Volume  of  fill  for  each  size  final 
container. 

C.  Collection,  storage,  and  submission  of 
representative  samples.  Indicate  at  which 
steps  in  the  production  these  samples  are 
taken. 

D.  Expiration  date  based  on  the  earliest 
date  of  harvest  and  the  date  of  the  last  satis- 
factory potency  test. 

E.  Use,  dosage,  and  route  of  administration 
for  each  animal  species  for  which  it  is  rec- 
ommended. 


F.  Include  any  additional  pertinent  infor- 
mation. 

(d)  Outline  of  Production  for  vaccines, 
bacterins,  antigens,  and  toxoids  shall  be  writ- 
ten according  to  the  following: 

OinUMB  OUIDB  FOR  VAOCINBB,  BAOTEROIS, 

antioens,  and  Toxoids 

License  No.      Name  of  Product  Date 

I.  Composition ,  etc.,  of  the  pmduct.  A.  Micro- 
orpani.sms  used.  Give  the  isolation  and  pas- 
.^atre  history. 

B.  Source  and  date  of  accession  of  each 
micro-orpanism. 

C.  Strains. 

D.  Proportions  of  each  strain. 

n.  Cultures.  A.  Brief  description  of  methods 
Of  IdeotUying  each  micro-organism  and  the 
frequency  with  which  these  methods  are  ap- 
plied. 

B.  Virulence  and  purity  of  cultures  and  the 
determination  and  maintenance  thei'eof. 
Ran^e  of  subcultures  or  passages  to  be  used 
in  production. 

C.  Composition  and  reaction  of  media  used 
for  seed  and  production  cultures.  Include  the 
source  of  eggs.  tis.sue.  or  cell  culture!,  and 
the  tests  to  determine  that  eggs,  tissuei.  and 
cells  are  free  of  contamination. 

D.  Character,  size,  and  shape  of  oontalners 
used  for  g^rowing-  cultures. 

B.  Storage  conditions  of  seed  cultures. 

F.  Methods  of  preparing  suspensioBfl  for 
seeding  or  inoculation. 

Q.  Technique  of  inoculating  (1)  seed  media; 
(2)  production  media.  Titer  or  concentration 
of  inoculum,  and  the  volume  of  medium  for 
each  size  and  type  of  culture  container. 

H.  Period  of  time  and  conditions  for  incu- 
bation and  degree  of  temperature  used  for 
each  micro-organism  or  group  of  micro-orga- 
nisms. 

I.  Character  and  amount  of  growth;  obser- 
vation as  to  contamination  of  growth. 

J.  Method  of  attenuation,  if  any,  before 
used  for  production  purposes. 

m.  Harvest.  A.  Handling  and  preparation  of 
cultures  and  media  (including  eggs)  before 
removal  of  micro-organisms  or  tissues  for 
production  purposes. 

B.  Minimum  and  ma.ximum  period  of  time 
elapsing  from  time  of  inoculation  until  har- 
vest. 

C.  Technique  of  harvesting  micro-orga- 
nisms or  tissues  (specify)  for  production  pur- 
poses. 

D.  Specifications  for  acceptable  harreat 

material. 

E.  Handling  of  discarded  material  not  used 
in  production. 

F.  Include  any  additional  pertinent  infor- 
matlon. 

IV.  Preparatio7i  of  the  product.  Describe 
fully  and  show  each  step  of  preparation  from 
harvest  of  antigen  containing  tissues  or  pro- 
duction cultures  to  the  completion  of  the 
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finished  product  in  final  containers.  In  de- 
sct-ibing  the  preparation  of  the  product,  em- 
pbMise  the  followimr: 

A.  Method  of  inaotlvatloii,  attenuation,  or 
detoxification. 

B.  Oompoeltlon  of  preaenrative.  adjuvant 
or  stabilizer,  and  proportions  used  stated  in 
such  a  nuuiner  that  the  concentration  can  be 
calculated;  stage  and  method  of  addition. 

C.  Method  and  degree  of  concentration. 

D.  If  product  is  standardized  to  g^ive  con- 
centration of  antigen,  show  procednreB  and 
calculations. 

E.  1.  Assembly  of  units  to  make  a  serial  (il- 
lustrate by  example). 

2.  Volume  of  average  serial. 

3.  Volume  of  maximum  serial. 

4.  Any  other  pertinent  information. 

F.  Volume  of  fUl  for  each  slse  vial.  Tsrpe  of 
vial  if  unusual. 

Q.  Method  and  technique  of  filling  and 
sealing  of  final  containers. 

H.  Desiccation,  including  moisture  control. 
Give  maximum  percent  moisture. 

I.  Amount  of  antigenic  material  per  dose 
or  doses  in  final  container. 

V.  Teattng.  Indicate  the  stages  in  the  prepa- 
ration  of  the  biological  product  at  which  the 
samples  are  collected.  Refer  to  all  applicable 
Standard  Requirements.  Outline  all  addi- 
tional tests  in  detail  and  state  the  minimum 
requirement  for  each  satisfactory  test. 

A.  Purity. 

B.  Safety. 

C.  Potency. 

D.  Moisture,  if  desiccated. 

E.  Any  other  tests. 

VI.  Post  preparatory  steps.  A.  Form  and  size 
of  final  containers  in  which  the  product  is  to 
be  distributed. 

B.  Collection,  storage,  and  submission  of 
representative  samples,  indicate  at  which 
steps  in  the  production  these  samples  are 
taken. 

C.  Expiration  date  based  on  the  earliest 

date  of  harvest  and  the  date  of  the  last  satis- 
fisotory  potency  test.  If  applicable,  give  the 
date  of  lyophilisatlon. 

D.  Use.  dosage,  and  route  of  administration 
for  each  aninoal  species  for  which  the  bio- 
logical product  is  recommended. 

(e)  Oatlines  of  Productton  for  aller- 
genic extracts  shall  be  written  aocord- 
ing  to  the  following: 

OUTLDIB  OUIDB  FOR  ALLEROENIO  EiX.Tita0T8 

License  No.     Name  of  Product  Date 

I.  Composition  of  the  product.  A.  Source  and 
tyjfe  of  raw  material. 

B.  Welght/volume  concentration. 

II.  Preparation  of  the  pmdurt.  A.  Describe 

fully  and  show  each  step  of  preparation  to 
the  completion  of  tiie  finished  poroduct  in 

true  ■.ontainers.  In  describing  llie  piv])aia- 
tion  of  the  product,  emphasise  the  following: 


1 .  Method  of  extract  ion 

2.  CJomposition  of  preservative,  adjuvant  or 
stabilizer,  and  proportions  used;  stage  and 

method  of  addition. 

3.  Method  and  decree  of  concentration. 

4.  Standai'dlzation  of  the  product. 

5.  (a)  Assembly  of  units  to  make  a  serial, 
(b)  Volume  of  average  serial. 

(c>  Maximum  serial. 

6.  Volume  of  fill  fbr  each  slse  vial. 

7.  Method  and  technique  Of  filling  and  seal- 
ing of  final  containers. 

8.  Amount  material  per  dose  or  doses  in 
final  container. 

III.  Testing.  Indicate  the  stages  in  the  prep- 
aration of  the  biological  pi-oduct  at  which 
the  samples  are  collected.  Refer  to  all  appli- 
cable Standard  Requirements.  Outline  all  ad- 
ditional tests  in  detail  and  state  the  min- 
imum requirement  for  each  satistectory  test. 

A.  Purity. 

B.  Safety. 

C.  Potency. 

D.  Any  other  tests. 

E.  Include  any  additional  pertinent  infor- 
mation. 

IV.  Post  prepcaratory  steps.  A.  Form  and  size 
of  final  containers  in  which  the  product  is  to 

be  distributed. 

B.  Ck)Ilection,  storage,  and  submission  of 
representative  samples.  Indicate  at  which 
Steps  in  the  production  the.se  samples  are 
taken. 

C.  Expiration  date  based  on  the  earliest 
date  of  harvest  and  the  date  of  the  last  satis- 
factory potency  test. 

D.  Use,  dosage,  and  route  of  administration 
for  each  animal  species  for  which  the  bio- 
logiosl  product  is  recommended. 

(f)  Outlines  of  Production  for  diag- 
nostic test  kits  based  on  antigen-anti- 
body reactions,  and  other  diagnostics 
whose  production  methods  are  ame- 
nable to  description  as  described  herein 
shall  be  written  according  to  the  fol- 
lowing requirements: 

Outline  Guide  for  Di.\gnostic  TEST  KITS 
License  No.      Name  of  product  Date 

Introduction 

Provide  a  brief  description  of  the  kit  as  fol- 
lows: 

1.  Principle  of  the  test  (BUSA,  latex  ag- 
glutination, etc.). 

2.  Antigen  or  antibody  detection  test. 

8.  SampleCs)  used  for  testing  (serum,  whole 

blood,  tear.'',  etc. ). 

4.  List  reagents,  references,  and  equipment 
included. 

^.  Identify  material.'^  oi>tained  under  split 
manufacturing  agreements. 
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6.  General  description  of  test  interpretft- 
tions  and  their  Umitationa,  including  fol- 
lowap  teste. 

I.  Anttbody  Components 

A.  Production  of  polyclonal  antibody  com- 
ponents. 

1.  If  purchased.  list  suppliers,  criteria  for 

acr(»pt ability,  and  describe  all  tests  per- 
formed after  receipt  to  determine  Umt  speci- 
fications have  been  met. 

2.  If  produced  in-house.  describe  the  spe- 
cies, age.  weight,  conditions,  and  general 
health  of  all  animals  used  in  antiserum  pro- 
dttOtion. 

a.  Preinjection  considerations: 
Describe  the  examination,  preparation, 

care,  quarantine  procedures,  and  treatments 
administered  before  inununization(s).  De- 
scribe all  tests  used  to  determine  suitability 
for  use.  Describe  the  preparation  of  any 
standard  negative  serum(s)  collected  prior  to 
immunization. 

b.  Immunization  of  animals. 

1.  Describe  the  character  and  dose  of  the 
antigen:  if  adjuvant  is  used  provide  details 
on  its  preparation.  If  commercial  product  is 
used  include  its  true  name  as  shown  on  the 
label,  the  manuflMturer,  serial  number,  and 
expiration  date 

ii.  Describe  the  method  and  schedule  for 
immunizations. 

ill.  Describe  the  method  for  harvesting  and 
evaluating  the  immunization  product,  in- 
cluding test.s  for  acceptability. 

iv.  Provide  number  and  intervals  between 
harvests,  volume  obtained,  and  any  other 
pertinent  information. 

B.  Production  of  Monoclonal  Antibody 
Components. 

1.  Hybridoma  components: 

a.  If  hybridoma  components  are  purchased, 
list  suroilers  and  oriteria  for  acceptability; 
if  tests  are  performed  after  receipt,  describe 
fully. 

b.  If  hybrtdomas  are  prepared  inhouse. 

identify  the  anti"^entsi  used,  describe  the  im- 
munization scheme,  and  the  species  of  ani- 
mal used. 

c.  Identify  the  tissue  of  origin,  and  the  pro- 
cedures for  harvesting,  isolating,  and  identi- 
fying the  immune  cells. 

d.  Describe  the  source,  identity,  and  the 
product  secreted  (light  or  heavy  chain)  by 
the  parent  Myeloma  Cell  Line. 

e.  Summarize  cloning-  and  recloning-  proce- 
dures, including  clone  characterization  and 
propagation,  if  appropriate. 

f.  If  appropriate,  describe  procedures  for 
establishing  ajid  maintaining  seed  lots. 

g.  Describe  any  other  pertinent  tests  or 
procedures  performed  on  the  hybridoma  cell 
line. 

2.  Antibody  production: 

a.  Describe  the  production  method.  If  pro- 
duced in  cell  culture,  animal  serum  additives 
must  conform  to  9  CFR  118.53.  If  produced  in 


animals,  describe  fully  including  husbandry 
practices  and  passage  procedures. 

b.  Provide  thf  <  riteria  for  acceptable 
monoclonal  antibody,  including  tests  for  pu- 
rity. 

C.  Describe  all  tests  or  other  methods  used 
to  ensure  uniformity  between  production 
lots  of  monoclonal  antibody.  Inoluds  all  vs- 
action  conditions,  equipment  used,  and  reao- 
tivity  of  the  component. 

d.  Describe  all  characterisation  prooedurea 

and  include  the  expected  reactivity  Of  all  ref- 
erence monoclonal  antibodies. 

n.  Antigen  PreparaUon 

A.  Identify  the  microorgranism(s)  or  anti- 
gen being  used.  If  previously  approved  Mas- 
ter Seed  virus,  bacteria,  or  antigen  derived 
therefrom  is  used,  provide  pertinent  infor- 
mation on  the  testing  performed,  and  details 
of  dates  of  United  States  Departownt  of  Aff- 
riculture  confirmatory  tests  and  approval,  as 
appropriate. 

B.  Describe  all  propagation  steps,  includ- 
ing identification  of  cell  cultures,  media  in- 
gredients, cell  culture  conditions,  and  har- 
vest methods.  For  antigen  produced  in  eggs, 
grive  the  egg  source,  atre.  and  route  of  inocu- 
lation. If  cell  lines  are  being  used,  give  dates 
of  testing  and  approval  as  specified  in  9  CFR 
113..52. 

C.  Describe  procedures  used  for  extracting 
and  characterising  the  antigen. 

D.  Describe  the  method  used  to  staodazdlse 

the  antigen. 

E.  If  the  antigen  is  purchased,  identify  the 

supplier  and  describe  the  criteria  for  acrept- 
abie  material,  including  all  tests  performed 
by  the  producer  and/or  the  recipient  to  deter^ 
mine  acceptability. 

m.  PrepamtUm  of  Standard  Reagents 

A.  Describe  the  positive  and  negative  con- 
trols included  in  the  kit.  If  purchased,  list 
suppliers  and  criteria  for  acceptance. 

B.  Describe  the  preparation  and  standard- 
ization of  the  conjuRate(s).  If  purchased,  list 
suppliers  and  criteria  for  acceptance. 

C.  Describe  the  preparation  and  standard- 
ization of  the  .substrate(s).  If  purchased,  list 
suppliers  and  criteria  for  acceptance. 

D.  Identify  buffers,  diluents,  and  other  re- 
agent-s  included  in  the  kit.  The  preparation 
of  these  components  may  be  described  in  this 
section  or  in  filed  Special  Outlines. 

IV.  Preparation  of  the  Product 

Fully  describe  methods  used  to  standardize 
antigens,  reference  standards,  positive  con- 
trol serum,  negative  control  serum,  and 
standard  reagents  from  production/pvirchase 
to  completion  of  finished  product  ill  Unal 
containers,  includinw^  the  following: 

1.  Composition  and  quantity  of  preserva- 
tive in  each. 
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2.  Method  of  filling,  platinp.  or  attachine: 
the  antigen  or  antibody  component  to  a  t^oUd 
phase. 

3.  Minimum  and  ma.ximum  acceptable  fill 
volumes  for  each  final  container  of  reagent 
included  in  the  kit. 

4.  The  disposition  of  onsatisfiactory  mate- 
rial. 

V.  Testing 

Refer  to  all  applicable  standard  require- 
ments. 

A.  Purity. 

Describe  all  tests  of  the  kit  for  purity  or 
specify  tSie  exemption  as  provided  in  9  GI^ 
113.4. 

B.  Safety. 

In  vitro  products  are  eacmnpt  fkom  safety 

tests. 

C.  Potency. 

Provide  details  of  tests  used  to  determine 
the  relative  reactivity  of  the  kit  including 
minimum  requirements  for  a  satisfactory 
test.  Reference  standards  and  control  serum 
used  for  this  purpcse  should  be  identified  by 
unique  codes  or  lot  numbers. 

VI.  Postpreparatory  Steps 

A.  Describe  the  form  and  size  of  final  t  on- 
tainers  of  each  reagent/component  included 
in  the  kit. 

B.  Describe  the  collection,  storaero.  and 
submission  of  representative  samples.  Refer 
to  9  OFR  118.3a))(7). 

C.  Specify  the  expiration  date.  Refer  to  9 
CFR  114.13. 

D.  Provide  details  of  recommendations  for 
use.  including  all  limitations,  qualifications, 
and  interpretation  of  results. 

E.  Submit  confidentiality  statement  iden- 
tifyintr  specific  parts  of  the  outline  con- 
taining information,  the  release  of  which 
would  cause  harm  to  the  submitter. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0013) 

[39  FR  16869.  May  10.  1974.  as  amended  at  48 
PR  57473.  Dec.  30,  1983;  56  FR  20124,  May  2. 
1901:  56  FR  66784.  Dec.  26, 19911 

§114.10   Antibiotics  as  preservatives. 

Antibiotics  are  authorized  for  use  as 
preservatives  for  biological  products  if 
used  within  the  limitations  as  to  kinds 
and  amounts  prescribed  In  this  section. 

(a)  When  an  antibiotic  or  combina- 
tion of  antibiotics,  with  or  without  a 
fungistat  is  to  be  used  in  the  preparsr 
tlon  of  a  biologrlcal  product,  the  kind(s) 
and  amount(s)  of  each  shall  be  speci- 
fied in  the  outline  for  such  product  in 
such  a  way  that  the  concentration  in 
the  final  product  may  be  calculated. 
Except  as  may  be  approved  by  the  Ad- 


ministrator, only  those  individual  anti- 
biotics or  combinations  of  antibiotics 
listed  in  paragraphs  (b)  and  (O  of  this 
section  shall  be  used. 

(b)  Permitted  individual  antibiotics: 

(1)  The  antibiotic  level  of  a  specified 
individual  antibiotic  in  one  ml.  of  a  bi- 
ological product,  when  prepared  as  rec- 
ommended for  use,  shall  not  exceed  the 
amounts  listed  in  this  paragraph:  Pro- 
vided, That  in  the  case  a  desiccated  bio- 
loerioal  piroduot  is  to  be  used  with  an  in- 
definite  quantity  of  water  or  other 
menstruum,  the  determination  shall  be 
based  on  30  ml.  per  1,000  dose  vial  or 
equivalent. 

(2)  Except  as  prescribed  in  paragraph 
(c)  of  this  section,  only  one  antibiotic 
shall  be  used  as  a  preservative  in  a  bio- 
logical product.  The  kind  and  max- 
imum amount  per  ml.  of  such  anti- 
biotic shall  be  restricted  to: 

Amphotericin  B   2  5  mcg. 

Nystatin  i  MycoataIn)  30  0  units 

Tetracyclines  ..................................................  30.0  mcg. 

Penicillin   30.0  units 

Streptoinycln  ...............................................  30.0  mog. 

Polymyxin  B    30.0  mcg. 

Neomycin   30  0  mcg 

Gentamicin    30.0  mcg. 

(c)  Permitted  combinations: 

(1)  Penicillin  and  streptomycin. 

(2)  Either  amphotericin  B  or  nys- 
tatin, but  not  both,  may  be  used  with 
one  of  the  other  antibiotics  listed  in 
paragraph  (b)  of  this  section,  or  with  a 
combination  6t  praicillin  and  strepto- 
mycin, or  with  a  combination  of  poly- 
msrxin  B  and  neomycin. 

(3)  The  maximum  amount  of  each  an- 
tilkotic  in  a  combination  shall  be  the 
amount  prescribed  for  such  antibiotic 
in  paragraph  (b)  of  this  section. 

(d)  Antibiotics  osed  in  virus  seed 
stock  purification  are  not  restricted  as 
to  kind  or  amounts  provided  carryover 
into  the  final  product  is  controlled  and 
specified  in  outlines  of  production. 

[39  FR  16869.  May  10.  1074.  as  amended  at  56 
FR  68784,  Dec.  26, 1991 

§  114.11    Storage  and  handling. 

Biological  products  at  licensed  estab- 
lishments shall  be  protected  at  all 

times  against  improper  storage  and 
handling.  Completed  product  shall  be 
kept  under  refrigeration  at  35  ''to  45 
(2  "to  7  ^'O  unless  the  inherent  nature 

of  the  product  makes  storage  at  a  dif- 
ferent temperature  advisable.  In  which 
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case,  the  proper  storage  temperature 
shall  be  specified  in  the  filed  OntUne  of 

Production.  All  biological  products  to 
be  shipped  or  delivered  ahall  be  se- 
curely packed. 

§  114.12   £zpiration  date  required. 

Each  serial  or  .subserial  of  V)iological 
product  prepared  in  a  iicensed  estab- 
Uahment  shall  be  given  an  expiration 
date  determined  in  accordance  with  the 
requirements  provided  in  §114.13  or 
§114.14.  A  licensed  biologrical  product 
shall  be  considered  worthless  under  the 
Virus-Serum-Toxln  Act  Bubsequent  to 
the  expiration  date  appearing  on  the 
label. 

141  FR  44687.  Oct.  12. 1976] 

1 114.18  Ez|iinitioii   date  dfltefmiiui- 

tion. 

Unless  otherwise  provided  for  in  a 
Standard  Requirement  of  filed  Outline 
of  Production,  the  expiration  date  for 
each  product  shall  be  computed  from. 
the  date  of  the  initiation  of  the  po- 
tency test.  Prior  to  licensure,  stability 
of  each  firaction  shall  be  determined  by 

methods  acceptable  to  Animal  and 
Plant  Health  Inspection  Service.  Expi- 
ration dates  based  on  this  stability 
data  shall  be  confirmed  as  follows: 

(a)  Products  consisting  of  viable  orga- 
nisms. Each  serial  shall  be  tested  for 
potency  at  release  and  at  the  approxi- 
mate expiration  date  until  a  statis- 
tically valid  stability  record  has  been 
established. 

(b)  Nonviable  biological  products.  Each 
serial  presented  in  support  of  licensure 
shall  be  tested  for  potency  at  release 
and  at  or  after  the  dating  requested. 

(c)  Subsequent  changes  in  the  dating 
period  for  a  product  may  be  granted, 
based  on  statistically  valid  data  sub- 
mitted to  support  a  revision  of  the  Out- 
line of  Production. 

[dO  FR  24903,  June  14,  1985,  as  amended  at  56 
PR  66784.  Dec.  26. 19911 

SI  14.14  Extension  of  expiration  date 
for  a  serial  or  snbseriaL 

(a)  Unless  otiberwlse  provided  for  In  a 
filed  Outline  of  Production  for  the 
product,  the  expiration  date  shall  not 
be  extended: 

(1)  If  all  fhustions  of  the  product  are 
not  evaluated  for  potency  by  tests  des- 


ignated in  the  filed  Outline  of  Produc- 
tion for  such  product  in  accordance 
with  §  113.4(b)  of  this  subchapter. 

(2)  For  any  serial  or  portion  of  any 
serial  which  has  left  licensed  premises: 
Provided,  That  product  which  has  been 
shipped  from  one  licensed  premises  to 
another  licensed  premises  shall  be  ex- 
empt from  this  requirement. 

(3)  For  a  serial  or  portion  of  a  serial 
if  the  expiration  date  has  been  ex- 
tended previously,  unless  otherwise  au- 
thorized in  accordance  with  §  114.1. 

(b)  An  extension  of  the  expiration 
date  may  be  granted  by  Animal  and 
Plant  Health  Inspectif)n  Sn  vice  if  a  re- 
quest from  the  licensee  is  substan- 
tiated by  valid  test  data  which  dem- 
onstrate the  potency  of  the  product 
meets  or  exceeds  the  requirements  for 
release.  The  new  expiration  date  shall 
be  calculated  from  the  date  the  latest 
satisfactory  potency  test  was  initiated. 
The  extension  of  the  expiration  date 
shall  not  exceed  the  maximum  dating 
allowed  in  the  filed  Outline  of  Produc- 
tion. 

CI)  Serials  are  approved  for  redating 
under  the  condition  that  Animal  and 
Plant  Health  Inspection  Service  may 
require  the  firm  to  retest  the  redated 
serial  for  potency  during  the  extended 
dating  period  and  if  found  unsatisfac- 
tory require  it  be  removed  from  the 
market  by  the  licensee. 

(2)  [Reserved] 

[50  FR  24903.  June  14,  1985,  ss  amended  at  56 
FR  66784,  Dec.  26.  1991] 

(114.15    Disposal     of  unsatiafiuslocy 

products  and  byproducts. 

All  blolosrlcal  products  found  to  be 
unsatisfactory  for  marketing,  all  bio- 
logrical products  which  have  become 
worthless  subsequent  to  the  expiration 
date,  all  refuse,  other  materials 
deemed  unsatisfactory  for  production 
purposes,  all  cucasses  (part  or  whole) 
of  production  or  test  animals,  and  any 
undesirable  byproducts  of  manufacture 
shall  be  disposed  of  as  may  be  required 
by  the  Administrator. 

[41  FR  44687.  Oct.  12,  1976,  as  amended  at  56 
FR  66784.  Dec.  26, 1991] 

1114.16  Producing  subsidiaries. 

A  serial  or  subserial  of  a  biological 
product  may  be  produced  Jointly  by  a 
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licensee  and  one  or  more  subsidiaries, 
or  by  two  or  more  subsidiaries.  The 
exact  amount  of  each  serial  or  sub- 
serial  credited  to  each,  participatinir 

producer  shall  be  determined  at  the 
time  of  labeliriiT  and  packaging  and 
shall  be  noted  in  the  records  for  such 

serial  or  snbserlal. 

[40  PR  46093.  Oct.  6,  1975] 

$114.17  ReboUUng  of  biological  prod- 
ucts. 

The  Administrator  may  authorize 
the  rebottlioflr  of  a  completed  product 

In  liquid  form  subject  to  the  conditions 
prescribed  In  this  section. 

(a)  All  or  part  of  a  serial  which  has 
not  left  the  licensed  establishment 
may  be  aseptlcally  returned  to  the 
mixing  tank,  thoroughly  mixed,  and  re- 
bottled  In  new  final  containers. 

(b)  The  rebottled  product  shall  be 
adequately  Identified  by  serial  number 
or  subserlal  number,  as  the  case  may 
be. 

(c)  Required  purity  tests  for  final 
container  samples  of  the  product  shall 
be  conducted  on  new  samples  selected 

from  the  rebottled  product  (serial  or 
subserials).  Rebottled  product  found  to 
be  unsatisfactory  by  such  tests  shall 
not  be  released. 

(d)  New  test  samples  from  each  serial 
or  subserial  and  copies  of  test  reports 
of  all  tests  conducted  on  the  rebottled 
product  shall  be  submitted  to  Animal 
and  Plant  Health  Inspection  Service. 

(e)  The  licensee  shall  imt  release  the 
rebottled  product  unless  notified  by 
Animal  and  Plant  Health  Inspection 
Service  that  such  product  is  eligrible 
for  release.  Production  records  shall 
show  the  results  of  all  tests  conducted 
and  i^ball  accurately  reflect  the  actions 
taken. 

[80  FB  16889,  May  10.  1974.  as  amended  at  66 
FR  66784,  Dec.  26. 1991 

ft  114.18  Reproceesiiig    of  biologieal 
products. 

The  Administrator  may  authorize  a 
licensee  to  reprocess  a  serial  of  com- 
pleted product  subject  to  the  condi- 
tions prescribed  In  this  section. 

(a)  Reprocesfllng  shall  not  include 
any  method  or  procedure  which  would 
be  deleterious  to  the  product. 


(b)  All  appropriate  tests  for  purity, 
safety,  potency,  and  efficacy  for  the 
product  shall  be  conducted  on  the  re- 
processed product.  A  serial  found  un- 
satisfactory by  a  required  test  shall 
not  be  released. 

(c)  The  reprocessed  serial  shall  be 
Identified  by  a  new  serial  number  and 
the  records  for  the  serial  shall  accu- 
rately reflect  the  action  taken. 

(d)  Test  samples  of  the  reprocessed 
serial  and  test  reports  for  all  tests  con- 
ducted  shall  be  submitted  to  Animal 
and  Plant  Health  Inspection  Service. 
The  licensee  shall  not  release  the  serial 
until  notified  by  Animal  and  Plant 
Health  Inspection  Service  that  the  se- 
rial is  eligible  for  release. 

[50  FR  24904.  June  15.  1985.  as  amended  at  56 

FR  66784.  Dec.  26,  1991J 

■ 

PART  115— INSPECTIONS 

Sec. 

115.1  Inspectioos  of  establishments. 

115.2  Inspections  of  biological  products. 

AnHORiTY:  21  U.S.C.  151-169;  7  CPR  2.22, 
2.80.  and  371.4. 

ft  115.1  Inspeetioiis  of  estaUiduneiits. 

(a)  Any  inspector  shall  be  permitted 
to  enter  any  establishment  where  any 
biological  product  is  prepared,  at  any 
hour  during  the  day  or  night,  and  shall 
be  permitted  to  inspect,  without  pre- 
vious notification,  the  entire  premises 
of  the  establishment,  including  all 
buildli^,  compartments,  and  other 
places,  all  biological  products,  and  or- 
ganisms and  vectors  in  the  establish- 
ment, and  all  materials  and  equipment, 
such  as  chemicals.  Instruments,  appa- 
ratus, and  the  like,  and  the  methods 
used  in  the  manufacture  of.  and  all 
records  maintained  relative  to,  biologi- 
cal products  i>roduced  at  such  estab- 
lishment. 

(b)  Each  inspector  will  have  In  his  or 
her  possession  a  numbered  USDA  badge 
or  identification  card.  Either  shall  be 
sufficient  Identification  to  entitle  him/ 
her  to  admittance  at  all  regrular  en- 
trances and  to  all  parts  of  such  estab- 
lishment and  {Premises  and  to  any  place 
at  any  time  for  the  purpose  of  making 
an  inspection  pursuant  to  paragraph 
(a)  of  this  section. 

[52  FR  30134.  Aug.  13.  1987J 
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§115^2  Inspections  of  biological  prod- 
ucts. 

Any  biologloal  prodnot,  the  container 

of  which  bears  a  United  States  veteri- 
nary license  number  or  a  United  States 
veterinary  permit  number  or  other 
mark  required  by  these  regrulations 
may  be  inspected  at  any  time  or  place. 
If.  as  a  result  of  such  inspection.  It  ap- 
pears that  any  such  product  is  worth- 
less, contaminated,  dangerous  or  harm- 
ftil,  the  Secretary  shall  give  notice 
thereof  to  the  manufacturer  or  im- 
porter and  to  any  jobbers,  wholesalers, 
dealers  or  other  persons  known  to  have 
any  of  such  product  In  their  posse-ssion. 
and  may  proceed  ag^ainst  such  product 
pursuant  to  the  provisions  of  part  118 
of  this  subchapter.  Unless  and  until  the 
Secretary  shall  otherwise  direct,  no 
Iiersons  so  notified  shall  thereafter  sell, 
barter,  or  exchange  any  such  product 
In  any  place  under  the  jurisdiction  of 
the  United  States  or  ship  or  deliver  for 
shipment  any  such  product  in  or  from 
any  State,  Territory,  or  the  District  of 
Columbia.  However,  fiUlure  to  receive 
such  notice  shall  not  excuse  any  person 
from  compliance  with  the  Virus- 
Serum-Toxin  Act. 

L52  FR  30134.  Auf .  13.  1967] 

PART  1 16— RECORDS  AND  REPORIS 

Sec. 

116.1  Applicability   and   general  consider- 

;t  t  ions. 

116.2  Inventory  and  disposition  records. 

116.3  Label  l  ecords. 

116.4  Sterilization     and  paeteorlzatlon 
records. 

116.5  Reports. 

116.6  Animal  records. 

116.7  Test  records. 

116.8  Completion  and  retention  of  records. 

AUTHORTTY:  21  U.S.C.  151-159;  7  CFR  2.22. 
2.80,  and  371.4. 

S  116.1   Applicability  and  general  con- 
sideranons. 

<a)  Each  licensee,  permittee,  and  for- 
eign manufacturer  of  biological  prod- 
ucts imported  into  the  United  States 
shall  ma1nt>a1n,  at  the  licensed  or  for- 
eign establishment  in  which  the  prod- 
ucts are  prepared,  detailed  records  of 
information  necessary  to  give  a  com- 
plete accounting  of  all  the  activities 
within    each    establishment.  Such 


records  shall  include,  but  siiall  not  be 
limited  to,  the  items  enumerated  in 
this  part. 

(1)  Records  shall  be  made  concur- 
rently with  the  performance  of  succes- 
sive steps  in  the  development  and  prep- 
aration of  biological  products,  includ- 
ing new  products  under  development. 
Such  records  shall  include  the  date  and 
where  critical,  the  time  that  each  es- 
sential step  was  taken,  the  identity 
and  quantity  of  ingredients  added  or 
removed  at  each  step,  and  any  e:ain  or 
loss  of  product  from  the  beginning  to 
the  end  of  product  preparation. 

(2)  Records  shall  be  legible  and  InM- 
ible:  shall  be  as  detailed  as  necessary 
for  a  clear  understanding  of  each  step 
by  one  experienced  in  the  preparation 
of  biological  products;  and  shall  be 
verified  by  initials  or  si'^rnature  of  the 
person  immediately  responsible  for  the 
action  taken. 

(3)  Records  (other  than  disposition 
records)  required  by  this  part  shall  be 
completed  by  the  licensee  or  the  for- 
eign manufacturer,  as  the  case  may  be, 
before  any  portion  of  a  serial  of  any 
product  shall  be  marketed  in  the 
United  States  or  exported. 

(b)  If,  at  any  time,  there  are  indica- 
tions that  raise  questions  regarding 
the  purity,  safety,  potency,  or  efficacy 
of  a  product,  or  if  it  appears  that  there 
may  be  a  problem  regarding  the  prepa- 
ration, testing,  or  distribution  of  a 
product,  the  licensee,  permittee,  or  for- 
eign manufacturer  must  immediately 
notify  the  Animal  and  Plant  Health  In- 
spection Service  concerning  the  cir- 
cumstances and  the  action  taken,  if 
any.  Notification  may  be  made  by  mail 
to  Director,  Center  for  Veterinary  Bio- 
logics.  Inspection  and  Compliance,  510 
South  17th  Street,  Suite  104,  Ames,  lA 
50010-8197:  by  electronic  mail  to 
cvb{aiusda.gov;  by  fax  to  (515)  232-7120; 
or  by  telephone  to  (515)  232-^785. 

(c)  When  authorized  by  the  Adminis- 
trator, the  licensee,  permittee,  or  for- 
eign manufacturer  may  maintain  and 
retain  records  required  under  this  part 
at  an  alternative  location.  Such  au- 
thorization shall  be  confirmed  by  the 
filing  of  an  addendum  to  the  plot  plan 
legend.  The  addendum  shall  list  the  lo- 
cation of  the  records  and  the  condition 
of  their  storage  and  shall  permit  the 
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inspection  of  the  recorda  by  APHIS  in- 
spectors, or  foreign  inspectors  acting 
on  behalf  of  APHIS. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0013) 

[39  FR  16872.  May  10.  1974.  as  amended  at  48 
FR  57473.  Dec.  30.  1983;  61  FR  52874.  Oct.  9. 
1996:  64  FR  43045.  Aug.  9.  I960;  66  FR  21064. 
Apr.  27,  2001] 

§116.2  Inventofy     and  dispositioii 

records. 

(a)  Records  shall  show  the  ([uantity 
and  location  of  each  biological  product 
beln?  prepared.  In  storage,  and  in  dis- 
tribution channels. 

(b)  Detailed  disposition  records,  in  a 
form  satisfactory  to  the  Adminis- 
trator, shall  be  maintained  by  each  li- 
censee, each  distributor,  and  each  per- 
mittee showing  the  sale,  shipment,  or 
other  disposition  made  of  the  biologi- 
cal products  handled  by  such  person. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0B79-0013) 

[89  PR  16872,  May  10.  1974,  as  amended  at  48 

FR  Dec.  30.  1983:  56  FR  66784,  Dec.  26. 

1991;  61  FR  52874,  Oct.  9,  1996;  66  FR  21064, 
Apr.  27.  2001] 

§  116.3   Label  records. 

(a)  Each  licensee  and  permittee  shall 
maintain  a  list  of  ail  approved  labels 
oorrmtly  being  need.  Eadh  label  shall 
be  identUled  as  to: 

(1)  Name  and  product  code  number  as 
it  appears  on  the  product  license  or 
permit  for  the  product; 

(2)  Where  appUoable,  the  size  of  the 
package  (doses,  ml,  cc,  or  units)  on 
which  the  label  shall  be  used; 

(3)  Liabel  number  and  date  assigned; 
and 

(4)  Name  of  lioensee  or  sabsidiary  ap- 

pearlng  on  the  label  as  the  producer. 

(b)  All  labeLs  printed  .shall  be  ac- 
counted for  and  an  inventory  main- 
tained. 

Records  shall  include  the  diflpoBition  of 

such  labels  including  those  not  used  in 

labeling  a  product. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0013) 

[39  FR  16872,  May  10,  1974,  a.s  amended  at  48 
FR  57473,  Dec.  30.  1983;  61  FR  53874.  Oct.  9, 
1966;  66  FB  21064.  Apr.  27. 2001] 


§  1 1 6.4  Sterilisation  and  pasteorixation 

records. 

Record.s  shall  be  made  by  means  of 
automatic  recording  devices  or  an 
equivalent  accurate  and  reliable  sys- 
tem. Such  records  shall  be  identified 
with  the  ingredients,  equipment,  or  bi- 
ological product  subjected  to  steriliza- 
tion or  pasteurization. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0879-0013) 

[39  FR  16872.  Mav  10.  1974.  a.'^  amended  at  48 
FR  57473,  Dec.  30,  1983;  61  FR  52874,  Oct.  9. 
1996: 66  PR  21064.  Apr.  27, 2001] 

§116.5  Reports. 

(aj  When  required  by  the  Adminis- 
trator, reports  containing  accurate  and 
complete  information  concerning  bio- 
logical products,  including  but  not  lim- 
ited to,  product  development  and  prep- 
aration, and  marlcet  suspensions  and 
recalls,  shall  be  prepared  and  sub- 
mitted to  the  Animal  and  Plant  Health 
Inspection  Service  by  the  licensee,  per- 
mittee, or  foreign  manufacturer  (whose 
Iiroduots  are  being  Imported  or  offered 
for  importation).  Unless  otherwise  au- 
thorized by  the  Administrator,  records 
necessary  to  malce  such  reports  shall 
be  maintained  in  each  establishment. 

(b)  If.  at  any  time,  there  are  indica- 
tions that  raise  questions  regarding 
the  purity,  safety,  potency,  or  efficacy 
of  a  product,  or  if  it  axipears  that  there 
may  be  a  problem  regarding  the  prepa- 
ration, testing,  or  distribution  of  a 
product,  the  licensee,  permittee,  or  for- 
eign manufacturer  must  immediately 
notify  the  Arimal  and  Plant  Health  In- 
spection jService  concerning  the  cir- 
cumstances and  the  action  taken,  if 
any.  Notification  may  be  made  by  mail 
to  Director,  Center  for  Veterinary  Bio- 
logics,  Inspection  and  Compliance,  510 
South  17th  Street,  Suite  104,  Ames,  lA 
50010-8197;  by  electronic  mail  to 
cvb(«usda.gov:  by  fax  to  (515)  232-7120; 
or  by  telephone  to  (515)  232-5785. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0879-0013) 

[61  FR  63874.  Oct,  9. 1996.  as  amended  at  64  FR 
48046.  Aug.  9. 1909] 

|116b9  Animal  records. 

Complete  records  shall  be  kept  for  all 

animals  at  a  licensed  establishment. 
Results  of  tests  performed,  antigens  or 
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treatment  axl  ni  i  ii  i  s te  re d .  m  a  i  n  t  e  n a n  e  e 
and  production  records,  disposition 
records,  necropsy  records.  If  any,  and 
all  other  pertinent  records  shall  be  In- 
eluded. 

(Approver!  by  ihv  Office  of  Manaeement  and 

Budti^t  under  conli  ul  number  0579-0013) 

[39  FIl  16872.  May  10.  1974.  as  amended  aL  48 
FR  57473.  Dec.  30.  1983:  61  FR  52874.  Oct.  9, 
1996;  66  FR  21064.  Apr.  27.  2001] 

§110.7  Testreoovds. 

Detailed  records  of  all  tests  con- 
ducted on  each  serial  and  each  sub- 
serial  shall  be  maintained  by  the  li- 
censee. Summaries  of  such  tests  shall 
be  prepared  from  such  records  and  sub- 
mitted to  the  Animal  and  Plant  Health 
Lupection  Service  using  APHIS  Form 
2008  or  an  acceptable  equivalent  form 
prior  to  release  of  the  serial  or  sub- 
serial.  Blank  forms  for  such  summaries 
shall  be  available  from  Animal  and 
Plant  Health  Inspection  Service  upon 
request. 

(Approved  by  the  Office  of  Manag:ement  and 
BudK:et  undei-  control  number  0579-0013) 

[39  FR  16872.  May  10.  1974.  as  amended  at  48 
PR  57473.  Dec.  30.  1983;  56  FR  66784.  Dec.  26. 
1991;  61  PR  62874.  Oct.  9. 1996] 

§118^  Completioii  and  retentioii  of 
raeords. 

All  records  (other  than  disposition 
records)  required  by  this  part  shall  be 
completed  by  the  licensee,  permittee, 
or  foreign  manufacturer  before  any 
portion  of  a  serial  of  any  product  may 
be  marketed  in  the  United  States  or 
exported.  All  records  shall  be  retained 
at  the  licensed  or  foreign  establish- 
ment or  permittee's  place  of  business 
for  a  period  of  two  years  after  the  expi- 
ration date  of  a  product,  or  for  such 
longer  period  as  may  be  required  by  the 
Administrator. 

(Approved  by  the  Office  of  Management  and 
Budtrel  under  control  number  0579-0013) 

L61  FR  52874.  Oct.  9. 1996] 

PART  1 17— ANIMALS  AT  UCENSED 
ESTABLISHMENTS 


Soc. 

117.1  Applicability. 

117.2  Animal  facilities. 

117.3  Admittance  of  animals. 

117.4  Test  animals. 


117.5  Segregation  of  animals. 

117.6  Removal  Of  animals. 

AUTHORiTk':  21  U.S.C.  lSl-159;  7  CFR  2.22, 
2.80,  and  871.4. 

SOURCE:  38  FR  15480,  June  13,  1978,  unless 
othenrise  noted. 

ft  117.1  Applicability. 

(a)  AH  animals  used  in  licensed  es- 
tablishments in  the  preparation  or 

testing  of  biolog^ical  products  shall 
meet  the  regulations  in  this  subchapter 
and  special  requirements  as  may  be 
prescribed  by  the  Administrator  to  pre- 

vent  the  preparation,  sale,  and  dis- 
tribution of  worthless,  contaminated, 
dangerous,  or  harmful  biological  prod- 
ucts. 

(b)  Unless  otherwise  authorized  or  di- 
rected by  the  Administrator,  animals 
used  in  the  preparation  or  testing  of  bi- 
ological products  shall  be  admitted  to 
and  maintained  at  the  licensed  estab- 
lishment and  ultimately  disposed  of  in 
accordance  with  the  regulations  in  this 
part,  and  with  the  Act  of  August  24, 
1966  (Pub.  L.  89-544)  as  amended  by  the 
Animal  Welfare  Act  of  1970  (Pub.  L.  91- 
579)  and  the  regulations  in  parts  1,  2, 
and  3  of  this  chapter.  Personnel  who 
supervise  the  care  and  welfare  of  such 
animals  shall  be  qualified  by  edu- 
cation, training,  and  experience  to 
carry  out  the  regulations  In  this  part. 

[38  FR  15499,  June  13,  1973,  aa  amended  at  56 
FR  66784,  Dec.  26, 1901] 

ii  117.2    Animal  facilities. 

Animal  facilities  sliali  comply  with 
the  requirements  provided  in  pait  108 
of  this  chapter. 

117.3    Admittance  of  animals. 

(a)  No  animal  which  shows  clinical 
signs  or  other  evidence  of  disease  shall 

be  admitted  to  the  premises  of  licensed 
establishments,  except  as  provided  in 
paragraplis  (d)  and  (e)  of  this  section. 
The  health  status  of  all  animals  offered 
for  admission  shall  be  determined  by  or 
under  the  direction  of  a  veterinarian 
prior  to  admission.  If  the  determina- 
tion cannot  be  made  prior  to  admis- 
sion, the  animals  shall  be  kept  sepa- 
rate from  animals  already  on  the  prem- 
ises and  in  a  quarantine  area  to  be  pro- 
vided by  the  licensee  for  this  poipose 
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until  the  anixnal's  health  status  is  de- 
termined. 

(b)  If  special  test  requirements  for 
admittance  of  the  animals  are  specified 

in  the  Outline  of  Production  for  the 
product  to  be  produced,  the  animals 
sliall  remain  in  the  quarantine  area 
until  such  tests  have  been  performed 
and  the  results  obtained.  Animals 
which  do  not  meet  the  requirements 
shall  not  be  admitted  to  the  production 
area  or  allowed  to  contact  production 
animals. 

(c)  All  animals  admitted  to  the  prem- 
ises of  a  licensed  establishment  shall 
be  permanently  identified  either  col- 
lectively or  individually  by  the  li- 
censee with  tags,  marks,  or  other 
means  acceptable  to  the  Adminis- 
trator. 

(d)  When  an  animal  which  has  a  dis- 
ease is  to  be  used  to  prepare  a  biologi- 
cal product  for  control  of  such  disease, 
the  animal  shall  be  admitted  directly 
to  the  processing  facilities  in  which  the 
product  is  to  be  prepared  but  shall  not 
be  permitted  contact  with  other  ani- 
mals on  the  premises. 

(e)  The  Administrator  may  authorize 
the  maintenance  of  diagnostic  facili- 
ties  at  the  licensed  establishment:  Pro- 
vided, That  safeguards  proposed  hy  the 
licensee  are  adequate  to  prevent  dis- 
eased or  dead  animals  brought  into 
such  facilities  from  being  a  threat  to 
biological  products  prepared  in  such  es- 
tablishment  or  to  Other  animals  on  the 
premises  used  in  the  preparation  of  bio- 
logical products. 

[38  FR  15499,  June  13,  1973.  as  amended  at  56 
FR  69784,  Dec.  29. 19011 

§  117.4    Test  animals. 

(a)  All  test  animals  shall  be  exam- 
ined for  clinical  signs  of  illness,  injury, 

or  abnormal  behavior  prior  to  the  start 
of  a  test  and  throughout  the  observa- 
tion period  specified  in  the  test  pro- 
tocol. 

(b)  All  animals  used  for  test  purposes 
shall  be  identified  either  collectively 
or  individually  in  a  manner  conducive 
to  an  accurate  interpretation  of  the  re- 
sults of  the  test. 

(c)  No  test  animals  shall  be  given  a 
biological  product  during  the  precondi- 
tloninar  period  which  would  affect  its 
eligibility  according  to  the  test  re- 
quirements. No  treatment,  with  a  bio- 


logical product  or  otherwise,  shall  be 
administered  to  a  test  animal  during  a 
test  period  which  could  interfere  with  a 
true  evaluation  of  the  biological  prod- 
uct being  tested. 

(d)  During  the  course  of  a  test,  ani- 
mals that  are  injured  or  show  clinical 
signs  of  illness  or  unfavorable  reac- 
tions that  are  not  due  to  the  test  may 
be  removed  from  the  test  and  treated 
or  humanely  destroyed.  If  sufficient 
animals  do  not  remain  for  the  test  to 
be  evaluated,  the  test  shall  he  declared 
inconclusive  and  may  be  repeated. 

(e)  Test  animals  that  show  clinical 
signs  of  illness  that  are  due  to  the  test 
may  be  treated  or  humanely  destroyed 
if  the  illness  has  progressed  to  a  point 
(defined  in  the  filed  Outline  of  Produc- 
tioTi)  when  death  Is  certain  to  occur 
without  therapeutic  intervention. 
When  interpreting  the  results  of  the 
test,  the  animals  that  were  treated  or 
humanely  destroyed  because  of  illness 
due  to  the  test  and  the  animals  that 
have  died  from  illness  due  to  the  test 
prior  to  being  humanely  destroyed 
shall  be  combined  into  a  common  sta- 
tistic of  mortality  due  to  the  test. 

[38  FR  15499.  June  13,  1973.  ss  amended  at  80 

FR  43356,  Aug.  21,  1995] 

§11701  Segregatton  of  animals. 

Animals  which  have  been  infected 
with  or  exposed  to  a  dangerous,  infec- 
tious, contagious,  or  communicable 
disease  shall  be  kept  effectively  seg- 
regated at  a  licensed  establishment 
until  such  time  as  they  are  humanely 
destroyed  or  successfully  treated  and 
removed  as  healthy  animals. 

§  117.6   Removal  of  ""™y'itr 

Production  animals  or  ex-test  ani- 
mals which  are  no  longer  useful  at  the 
licensed  establishment  may  be  re- 
moved from  the  premises  of  the  li- 
censed establishment;  provided,  such 
removal  is  accomplished  in  a  manner 
as  shall  preclude  the  dissemination  of 
disease  and  in  accordance  with  the  fol- 
lowing conditions: 

(a)  Meat-producing  animals  which  re- 
ceived a  biological  product  containing 
inactivated  microorganisms  and  adju- 
vants within  21  days  shall  not  he  re- 
moved; or 
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(b)  Animals  which  received  virulent 
microorganisms  within  30  days  shall 
not  be  removed;  or 

(c)  Only  animals  that  are  in  a 
healthy  condition  as  determined  by  a 
veterinarian  shall  be  removed,  except 
as  provided  in  paragraph  (d)  of  this  sec- 
tion. 

(d)  Other  animals  that  are  injured  or 
otherwise  unhealthy,  except  when  af- 
fected with  a  communicable  disease, 
may  be  removed  for  immediate  elangh- 
ter  to  an  abattoir  operated  in  accord- 
ance with  the  Federal  Meat  Inspet  lion 
Act  of  March  4,  1907,  34  Stat.  1260.  as 
amended  by  the  Wholesome  Meat  Act 
of  1967,  81  Stat.  586  (21  U.S.O.  sec.  801  et 
seq.):  Provided.  That  such  animals  shall 
be  properly  marked  for  Identification 
and  the  inspector  in  charge  of  slaugh- 
ter operations  is  given  due  notice  in 
advance. 

(e)  All  animals  on  the  premises  shall 
be  disposed  of  in  accoi-dance  with  the 
provisions  of  the  regulations  in  this 
part  and  where  specific  provision  is  not 
made  therefor  shall  be  disposed  of  as 
required  by  the  Administrator. 

[38  FR  15499.  June  13.  1973.  as  amended  at  86 
FR  66784.  Dec.  26. 1991] 

PART  1 18-OETENflON;  SEIZURE 
AND  CONDEMNATION 

Sec. 

118.1  Administrative  detention. 

118.2  Method  of  detention;  Notifloations. 

118.8   Movemont  of  detained  biological  prod> 

uots;  Termination  of  detention. 
118.4  Seizure  and  condemnation. 

AUTHORFTY:  21  U.S.C.  161-169;  7  CFR  2.22. 
2.80.  and  371.4. 

SOUROB:  52  FR  30135,  Aug.  18,  1987,  onleas 
otherwise  noted. 

Sliai  Administrative  detentioii. 

Whenever  any  biological  product 
which  is  prepared,  sold,  bartered,  ex- 
chang^ed.  or  shipped  in  violation  of  the 
Act  or  regulations  is  found  by  any  au- 
thorised representative  of  the  Adminis- 
trator upon  any  premises,  it  may  be  de- 
tained by  such  representative  for  a  pe- 
riod not  to  exceed  20  days,  pending  ac- 
tion under  §118.4,  and  shall  not  be 
moved  by  any  person  from  the  place  at 


which  it  is  located  when  so  detained, 
until  released  by  such  representative. 

[52  FR  30135,  Aug.  13.  1987.  as  amended  at  56 
FR  66784,  Deo.  26, 19011 

S11&2  Method  of  detention;  Notifies- 

tiOBS. 

An  authorised  representative  of  the 

Administrator  shall  detain  any  biologi- 
cal product  subject  to  detention  natter 
this  part  by: 

(a)  Giving  oral  notification  to  the 
owner  of  the  biological  product  if  such 
owner  can  be  ascertained,  and.  If  not, 
to  the  agent  representing  the  owner  or 
to  the  Immediate  custodian  of  the  bio- 
logical product;  and 

(b^  Promptly  furnishing  the  person  so 
notilied  with  a  preliminary  notice  of 
detention  which  shall  include  identity 
and  quantity  of  the  product  detained, 
the  location  where  detained,  the  reason 
for  the  detention,  and  the  name  of  the 
authorized  representative  of  the  Ad- 
ministrator. 

(c)  Within  48  hours  after  the  deten- 
tion of  any  biological  product,  an  au- 
thorized representative  of  the  Adminis- 
trator flhall,  if  the  detention  is  to  con- 
tinue, give  written  notification  to  the 
owner  of  the  biological  product  de- 
tained by  furnishing  a  written  state- 
ment which  shall  Include  the  identity 
and  quantity  of  the  product  detained, 
the  location  where  detained,  specific 
description  of  the  alleged  noncompli- 
ance including  reference  to  the  provi- 
sions in  the  Act  or  the  regulations 
which  have  resulted  in  the  detention, 
and  the  identity  of  the  authorized  rep- 
resentative of  the  Administrator;  or,  if 
such  owner  cannot  be  ascertained  and 
notified  within  such  period  of  time, 
famish  such  notice  to  the  agent  rep- 
resenting such  owner,  or  the  carrier  or 
other  person  havins"  custody  of  the  bio- 
logical product  detained.  The  notifica- 
tion, with  a  copy  of  the  preliminary 
notice  of  detention  shall  be  served  by 
either  delivering  the  notification  to 
the  owner  or  to  the  aj^ent  or  to  such 
other  person,  or  by  certifying  and  mail- 
ing the  notification,  addressed  to  such 
owner.  ag:ent  or  other  person,  at  the 
last  known  residence  or  principal  office 
or  place  of  business. 

[52  FR  30135,  AuR.  13,  1987,  as  amended  at  66 
FR  06784,  Deo.  38,  lOBl] 
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§118^   Movement  of  detained  biologi- 
cal products;  Termination  of  deten- 

Except  as  provided  Is  paragraphs  (a) 

and  (b)  of  this  section,  no  biological 
product  detained  in  accordance  with 
the  provisions  in  this  part  shall  be 
moved  by  any  person  from  the  place  at 
which  such  product  is  located  when  it 
is  detained. 

(a)  A  detained  biological  product 
may  be  moved  fk'om  the  place  at  which 
it  is  lo<?atO(l  when  so  detaintMl  for  the 
purpose  of  providing  proper  storage 
conditions  if  such  movement  has  been 
approved  by  an  authorized  representa- 
tive of  the  Administrator:  Provided, 
That,  the  biological  product  so  moved 
aliall  be  detained  by  an  authorized  rep- 
resentative of  the  Administrator  after 
such  movement. 

(b)  A  detained  biological  product 
may  be  moved  fk>om  the  place  at  which 
it  Is  detained  on  written  notification 
by  an  authorized  representative  of  the 
Administrator  that  the  detention  is 
terminated;  Provided,  That,  the  condi- 
tions under  which  the  detained  biologi- 
cal product  may  be  moved  will  be  spec- 
ified in  the  written  notification  of  the 
termination.  The  notification  of  termi- 
nation shall  be  served  by  either  person- 
ally delivering-  the  notification,  or  by 
certifying  and  mailing  the  notification 
addressed  to  snch  person  at  the  last 
known  residence  or  principal  office  or 
place  of  business  of  the  owner,  agent, 
or  other  person  having  custody  of  the 
biological  product. 

L52  FR  30135.  Aug.  13.  1987,  as  amended  at  56 
FR  66784.  Dec.  36. 1991] 

S  118.4   Seizure  and  condemnation. 

Any  biological  product  which  is  pre- 
pared, sold,  bartered,  exchanged,  or 
shipped  in  violation  of  the  Act  or  regu- 
lations shall  be  liable  to  be  proceeded 
against  and  seized  and  condemned,  at 
any  time,  on  a  libel  of  information  in 
any  United  States  district  court  or 
other  proper  court  within  the  jurisdic- 
tion of  which  the  product  is  found.  If 
the  product  is  condemned,  it  shall, 
after  entry  of  the  decree,  be  disposed  of 
by  destruction  or  sale  as  the  court  may 
direct,  and  the  proceeds,  if  sold,  less 
the  court  costs  and  fees,  and  storage 
and  other  proper  expenses,  shall  be 
paid  into  the  Treasury  of  the  United 


States.  l)ut  the  product  shall  not  be 
sold  contrary  to  the  provisions  of  the 
Act  or  the  laws  of  the  jurisdiction  in 
which  it  is  sold;  Provided,  That,  upon 
the  execution  and  delivery  of  a  good 
and  sufficient  bond  conditioned  that 
the  product  shall  not  be  sold  or  others 
wise  disposed  of  contrary  to  the  provi- 
sions of  the  Act  or  the  laws  or  jurisdic- 
tion in  wliich  disposal  is  made,  the 
court  may  direct  that  snch  product  be 
delivered  to  the  ownei  thereof  subject 
to  such  super\'islon  by  authorized  rep- 
resentatives of  the  Administrator  as  is 
necessary  to  ensure  compliance  with 
the  applicable  laws.  When  a  decree  of 
condemnation  is  entered  agrainst  the 
product  and  it  is  released  under  bond, 
or  destroyed,  court  costs  and  fees,  and 
storage  and  other  proper  expenses  shall 
be  awarded  against  the  person,  if  any, 
intervening  as  claimant  of  the  product. 
The  proceedings  in  such  libel  cases 
shall  conform,  as  nearly  as  may  be 
practicable,  to  the  proceedings  in  ad- 
miralty, except  that  either  party  may 
demand  trial  by  jui*y  of  any  issue  of 
fact  joined  in  any  case,  and  all  muih 
proceedings  shall  be  at  the  suit  of  and 
in  the  name  of  the  United  States. 

[52  FR  30135.  Aug.  13.  1967.  as  amended  at  66 
FR  66784,  Dec.  26. 1991] 

PART  121 -POSSESSION  OF 
BIOLOGICM  AGENTS  AND  TOXINS 

Sec. 

131.1  Definitions. 

121.2  List  of  bioloRical  agents  and  toxins. 

121.3  Notification  requirements  and  proce- 
dures. 

AUTHOBmr:  Sees.  211-213.  Title  n.  Pub.  L. 
107-188. 116  Stat.  647  (7  U.S.C.  8401). 

SOURCE:  67  FR  S2388.  Aug.  12.  2002.  unless 

otherwise  noted. 

EFFECTIVE  Date  Note:  At  67  FR  76931,  Dec. 
13.  2002.  part  121  woa  revised,  effective  Feb. 
11,  2003.  For  the  convenience  of  the  user,  the 
text  effective  Feb.  11,  2003  is  set  forth  fol- 
lowing the  current  text. 

§121.1  Definitions. 

Biological  agent.  Any  microorganism 
(including,  but  not  limited  to,  bacteria, 
yiroses.  Aingi,  riokettslae,  or  pro- 
tozoa), or  infectious  substance,  or  any 

naturally  occurring,  bioengineered,  or 
syntliesized  component  oi  any  such 
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microorganism  or  infectious  substance, 
cai»able  of  causliiff : 

(1)  Death,  disease,  or  other  biological 
malfunction  in  a  human,  an  animal*  a 
plant,  or  another  living  organism; 

(2)  Deterioration  of  food,  water, 
equipment,  sapplies,  or  material  of  any 
kind:  or 

(3)  Deleterious  alteration  of  the  envi- 
ronment. 

Facility.  Any  individual  or  govern- 
ment agency,  university,  corporation, 

company,  partnership,  society,  associa- 
tion, firm,  or  other  legal  entity  located 
at  a  single  geographic  site  that  may 
transfer  or  receive  through  any  means 
a  biological  agent  or  toxin  subject  to 
this  part. 

Overlap  agent  or  toxin.  A  microorga- 
nism (including  a  vims,  bacterium, 
fungus,  rickettsia)  or  toxin  that  pcses 
a  ri.sk  to  both  human  and  animal 
health  and  that  is  listed  in  §  121.2(a). 
The  term  also  Includes: 

(1)  Genetically  modified  microorga- 
nisms or  genetic  elements  from  orga- 
nisms listed  in  §  121.2(a),  shown  to 
produce  or  encode  for  a  factor  associ- 
ated with  a  diaeaae;  and 

(2)  Genetically  modified  microorga- 
nisms or  genetic  elements  that  contain 
nucleic  acid  sequences  coding  for  any 
of  the  toxins  listed  In  i  121.2(a),  or  their 
toxic  subunits. 

Person.  Any  individual,  firm,  corpora- 
tion, company,  society,  or  association; 
any  Federal,  State,  or  local  govern- 
mental entity:  or  any  organized  group 
of  any  of  the  forouoing. 

Responsible  Jacility  official.  An  official 
authorized  to  transfer  and  receive  bio- 
log-ical  agents  or  toxins,  including 
overlap  agents  and  toxins,  covered  by 
this  part  on  behalf  of  a  facility.  This 
person  should  be  either  a  safety  officer, 
a  senior  management  official  of  the  fa- 
cility, or  both.  The  responsible  facility 
ollicial  should  not  be  an  individual  who 
actually  transfers  or  receives  a  biologi- 
cal agent  or  toxin  at  the  facility. 

Toxin.  The  toxic  material  or  product 
of  plants,  animals,  microorganisms  (in- 
cluding, but  not  limited  to,  bacteria, 
viruses,  fungi,  rickettsiae.  or  pro- 
tozoa), or  infectious  substances,  or  a 
recombinant  or  synthesized  molecule, 
whatever  their  origin  and  method  of 
producldon,  and  includes: 


(1)  Any  poisonous  substance  or  bio- 
logical product  that  may  be  engineered 
as  a  result  of  biotechnology  produced 
by  a  living  organism:  or 

(2)  Any  poisonous  isomer  or  biologi- 
cal product,  homolog,  or  derivative  of 
such  a  substance. 

[67  FR  52388.  Aur.  12  .  2008,  88  amended  at  67 
FR  60520.  Sept.  26,  2002J 

§121.2  List  of  Uologieal  agents  mad 

toxin.s. 

The  biological  nt'cnts  and  toxins  list- 
ed in  this  section  have  been  determined 
to  have  the  potential  to  pose  a  severe 
threat  to  both  human  and  animal 
health,  to  animal  health,  or  to  the  pi'o- 
ductlon  and  marketability  of  animal 
products.  Unless  exempted  under  para- 
graph (c)  of  this  section,  any  person 
who  possesses  any  listed  agent  or  toxin 
or,  in  the  case  of  a  listed  disease,  the 
causative  agent  of  tha.t  disease,  must 
notify  the  Animal  and  Plant  Health  In- 
spection Service  of  tliat  possession  In 
accordance  with  §121.3. 

(a)  Overlap  agents  and  toxins. 

(1)  Bacillus  anthracis. 

(2)  Brucella  abortm,  B.  melitensis,  B. 
suis. 

(3)  Burkholderia  (Pseudomonas)  maUei. 

(4)  Burkholderia  (Pseudomonas) 

pseudomallei. 

(5)  Clostridium  botulinum, 

(6)  Coccidioides  immitis. 

(7)  CoxieUa  burnetii. 

(8)  Eastern  equine  encephalitis  virus 

(9)  Equine  morbillivirus  cHendiu 
virus). 

(10)  Francisella  tularensis. 

(11)  Rift  Valley  fever  virus. 

(12)  Venezuelan  equine  encephalitis 
virus. 

(13)  Anatoxins. 

(14)  Botulinum  toxins. 

(15)  Clostridium  perfringens  epsilon 
toxin. 

(16)  Shigatoxin. 

(17)  Staphylococcal  enterotoxins. 

(18)  T'2  toxin. 

(b)  Animal  agents  and  toxins. 
AfMcan  horsesickneas  virus 

African  .^wine  fever 
Akabaue  virus 

Avian  influenza  (highly  pathogenic) 

Bluerongrue  viru.=i  (exotic  i 

Bovine  spongiform  encephalopathy  agent 

Camel  pox  vlros 

Claaalcal  swine  fever 
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Coiedria  ruminantium  (heartwater) 
Foot^md-month  diseaae  vlrnB 

Ooat  pox  viras 

Japanese  encephalitis  virus 
Lumpy  skin  disease  virus 
lifaligiiant  catarrhal  fever 

Menang-le  virus 

Mycoplasma  capricolum  /M.  F3S/M.  mycoides 
oopri  (contaerlous  caprine  pleuropneumonia) 
Mycoplasma   mj/roidrs  mycoides  (contagious 
bovine  pleuiopneumonia) 
Newcastle  disease  virus  (exotic) 
Nipah  virus 

Peste  des  petits  ruminants 
Rinderpest  virus 

Sheep  pox 

Swine  vesicular  disease  virus 
Vesicular  stomatitis  (exotic) 

(c)  Exemptions.  Persons  possessing 
products  that  are,  bear,  or  contain 
overlap  agents  or  toxins  listed  in  para- 
graph (a)  of  this  section  will  be  exempt 
from  tlie  notification  requirements  of 
1121.3  if  the  products  have  been 
cleared,  approved,  licensed,  or  reg- 
istered pursuant  to: 

(1)  The  Federal  Food,  Drug,  and  Cos- 
metic Act  (21  U.S.C.  301  et  seq.); 

(2)  Section  351  of  Public  Health  Serv- 
ice Act  (42  U.S.C.  262): 

(3)  The  Act  commonly  known  as  the 
Virus-Serum-Toxin  Act  (the  eighth 
paragraph  under  the  heading  "Bureau 
of  Animal  Industry"  in  the  Act  of 
March  4.  1913:  21  U.S.C.  151  159);  or 

(4)  The  Federal  Insecticide,  Fun- 
gicide, and  Rodenticide  Act  (7  U.S.C. 
131  et  seq.y. 

§1S1JI  NoHlleatioii  requirements  and 
prooednres. 

(a)  Any  peirson  or  facility  that  pos- 
sesses any  biological  agent  or  toxin 
listed  in  §  121.2(b)  must  notify  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice (APHIS)  of  such  possession  by  Octo- 
ber 11.  2002.  Any  person  or  facility  that 
possesses  any  biological  agent  or  toxin 
listed  in  f  121.2(a)  that  is  not  exempt 
under  S121.2(c)  must  notify  APHIS  of 
such  possession  by  September  10.  2002. 
Notice  must  be  provided  using  the  form 
"Notification  of  Possession  of  Select 
Agents  or  High  Consequence  Livestock 
Pathogens  and  Toxins."  A  machine- 
readable  version  of  the  form  may  be  ob- 
tained by  calling  (866)  567-4232.  An  al- 
ternate version  of  the  form  is  available 
on  the  Internet  at  http:// 
www. aphis,  usda.gov/vs/ncie. 


(b)  Each  facility  should  designate  a 
responsible  facility  official  to  complete 
the  form,  and  a  single  form  that  re- 
flects all  listed  agents  and  toxins  pos- 
sessed by  all  persons  within  the  facility 
should  be  submitted  for  each  facility. 
The  responsible  facility  official  for 
each  facility  should  consult  with  oth- 
ers in  the  facility  (e.g.,  principal  inves- 
tigators) in  order  to  obtain  the  infor- 
mation necessary  to  complete  the  noti- 
fication form.  The  responsible  facility 
official  must  review  and  sign  the  noti- 
fication form  and  will  be  the  individual 
contacted  by  APHIS  if  any  questions 
arise  concerning  the  fcMility's  re- 
sponse. 

(c)  Completed  forms  must  be  mailed 
to:  Analytical  Sciences,  Inc.,  Attn: 
FSO  P.O.  Box  341809,  Bethesda,  MD 

20827  1809. 

(d)  Assistance  in  completing  the  form 
available  on  the  Internet  may  be  re- 
quested by  calling  (801)  734-3222.  Assist- 
ance in  completing  the  machine-Tp;=if1- 
able  form  may  be  obtained  by  calling 
(866)  567-4232. 

(ApprovfMl  by  the  Off  iff  of  Manatrement  and 

Rudi^et  uiKler  control  luinil)*'!'  0.')79-0201) 

Ei' l-F.( •  ri\  i:  D.VTK  Note:  At  67  FR  76931,  Dec. 
13.  2002.  part  121  wa.s  revised,  effective  Feb. 
11,  2003.  For  the  convenipnce  of  the  user,  the 
revised  text  is  .-^et  forth  a.'^  follows: 

PART  121— POSSESSION,  USE.  AND 
TRANSFER  OF  BIOLOGICAL  AGENTS 
AND  TOXINS 

Sec. 

1210  Effective  and  applicability  dates. 

121.1  Definitions. 

121.2  Purpose  and  scope. 

121.3  List  of  biological  agents  and  toxins. 

121.4  Exemptions  for  overlap  agents  or  tox- 
ins. 

121.5  Bxemptioiks  for  animal  agents  and  tox- 
ins. 

121.6  ReM:istration;  who  must  register. 

121.7  ReRistration:  Meiieial  provisions. 

121.8  Deai&i,  revocation,  or  suspension  of 
registration. 

121.9  Registration;  how  to  retrister. 

121.10  Responsibilities  of  the  responsible  of- 
flolal. 

121.11  BestrictlnR    access    to  biological 
agents  and  toxins. 

121.12  Biosafety  and  aeoority  plan. 

121.13  Trainin^^. 

121.14  Transfei'  of  biological  agents  and  tox- 
ins. 

121.15  Records. 

121.16  Inspections. 
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9  CFR  Ch.  I  (1-1-03  Edition) 


121.17  Notification  in  the  event  of  theft, 
loss,  or  release  of  a  biological  agent  or 

toxin. 

121.18  Administrative  review. 

AUTHORrry:  Sees.  211-213.  Title  n.  Pub.  L. 
107-188. 116  Stat.  647  (7  U.S.C.  8401). 

SmO)  Effeetive  and  appUeabiUty  dates. 

The  reHUlation.s  in  this  pari  are  effective 
on  February  11.  2003.  On  and  after  that  date, 
any  person  possessing,  using,  or  transferring 
any  agent  or  toxin  listed  in  §121.3  must  be  In 
compliance  with  the  provisions  of  this  part. 
However,  so  as  not  to  disrupt  research  or 
educational  projects  involving  listed  agents 
or  toxins  that  were  underway  as  of  the  effec- 
tive date  of  this  part,  any  pei-son  possessing 
such  agents  or  toxins  as  of  the  effective  date 
(current  possessors)  will  be  afforded  addi- 
tional time  to  reach  full  compliance  with 
this  part.  Any  provision  not  specifically 
cited  in  paragraphs  (a)  through  (f)  of  this 
section  will  be  applicable  as  of  February  11, 
2003.  In  addition,  any  person  who  does  not 
possess  listed  agents  or  toxins  by  the  effec- 
tive date  of  thi.s  part,  but  who  wishes  to  ini- 
tiate a  research  or  educational  project  prior 
to  November  12,  2003.  must  he  in  compliance 
with  the  provisions  of  this  pari  tliat  ai'e  ap- 
plicable for  current  possessors  at  the  time  of 
application,  as  provided  in  paragrapihB  (a) 

throuj^h  (et  of  this  sei-tion. 

lai  During  tin-  period  from  February  11. 
2003.  to  November  12.  2003.  biological  agents 
or  toxins  listed  in  §121.3  may  only  be  trans- 
ferred to  an  individual  or  entity  that  is  not 
registered  under  this  part  if: 

(1)  The  individual  or  entity  is  registered  by 
CDC  for  that  .specific  overlap  agent  or  tozin 
in  accordance  with  42  CFR  part  72;  or 

(2)  The  individual  or  entity  has  been  issued 
a  permit  by  the  Administrator  under  part  122 
of  this  subchapter  to  import  or  move  inter- 
state that  specific  agent  or  toxin.  If  an  indi- 
vidual or  entity  has  not  been  issued  a  permit 
under  part  122  of  this  subchapter,  the  indi- 
vidual or  entity  may  apply  for  a  permit.  To 
ret  eive  an  agent  or  toxin,  an  individual  or 
entity  will  also  be  required  to  submit  APHIS 
Form  2041.  in  accordance  with  §  121.14(c).  Be- 
cause USDA  permits  do  not  cover  intrastate 
movement,  unless  registered  by  CDC  under 
42  CFR  part  72,  an  individual  or  entity  may 
not  receive  a  listed  agent  or  toxin  that  is 
being  moved  intrastate  until  that  individual 
or  entit.v  is  registered  in  accordance  with 
this  part. 

(b)  By  March  12.  2003,  the  responsible  offi- 
cial must  submit  the  registration  applica- 
tion packaiie  as  required  in  §121.9.  In  addi- 
tion, the  responsible  official  must  submit  to 
the  Attorney  Qeneral  the  names  and  identi- 
fying information  for  the  responsible  offi- 
cial; alternate  responsible  official,  where  ap- 
plicable; entity;  and,  where  applicable,  the 
individual  who  owns  or  controls  the  entity. 


(c)  By  April  11.  2003.  the  responsible  official 
must  submit  to  the  Attorney  Qeneral  the 
names  and  identifying  information  for  all  in- 
dividuals whom  the  responsible  offlcial  has 
identified  as  having  a  legitimate  need  to 
handle  or  use  li-tpd  agents  or  toxins,  and 
who  have  the  appi  opriate  training  and  skills 
to  handle  such  agents  or  toxins,  as  required 
in  §121.11. 

(d)  By  June  12.  2003.  the  responsible  Official 
must  submit  the  security  section  of  the  BiO- 
safety  and  Security  Plan  required  in  {121.12 
to  APHIS  or.  for  overlap  agents  or  toxins,  to 
APmS  or  CDC 

(e)  By  September  12,  2003,  the  responsible 
official  must  implement  the  security  section 
of  the  Biosafety  and  Security  Plan,  as  re- 
quired in  i  121.12,  and  provide  security  train- 
ing in  accordance  with  9  CFR  121.13. 

(f)  By  November  12,  2003,  the  registration 
application  process  must  be  complete  and 
the  entity  in  fbU  eompUanoe  witii  the  rega- 
lations  in  this  part. 

1121.1  MfnitUms. 

Administrator.  The  Administrator.  Animal 
and  Plant  Health  Inspection  Service,  or  any 
person  authorised  to  act  for  the  Adminis- 
trator. 

Animal  and  Plant  Health  Inspection  Service 
(APHIS).  The  Animal  and  Plant  Health  ^- 

sppction  Service  of  the  United  States  De- 
partment of  Agriculture. 
Attorney  Oen&ral.  The  Attorney  Oenecal  of 

the  United  States  or  any  person  anthoclMd 

to  act  for  the  Attorney  General. 

Biological  agent.  Any  microorganism  (in- 
cluding, but  not  limited  to.  bacteria,  viruses, 
fungi,  rickettsiae.  or  protozoa),  or  infectious 
substance,  or  any  naturally  occurring,  hio- 
engineered.  or  synthesized  component  of  any 
such  microorganism  or  infectious  substance, 
capable  of  causing: 

(1)  Death,  disea.'^e.  or  other  biological  mal- 
function in  a  human,  an  animal,  a  plant,  or 
another  living  organism: 

(2)  Deteiioi-ation  of  food,  water,  equip- 
ment, supplies,  or  material  of  any  liiud;  or 

(3)  Deleterious  alteration  of  the  environ- 
ment. 

Centers  /or  Disease  Control  and  Prevention 
(CDC).  The  Centers  for  Disease  Control  and 
Prevention  of  the  United  States  Department 
of  Health  and  Human  Services. 

Clinical  laboratory.  A  laboratory  facility 
that  receives  patients  and  collects  specimens 
for  proce.ssing  or  shipping  to  another  labora- 
tory. 

Diagnostic  laboratory.  A  laboratory  facility 
that  receives  specimens  for  the  purpose  of 
determininL;  the  identities  of  pests,  patho- 
gens, contaminants,  or  causes  of  disease. 

Entity.  Any  government  agency  (Federal, 
State,  or  local),  academic  institution,  eor- 
pomtion,  company,  partnership,  society,  as- 
sociation, firm,  sole  proprietorship,  or  other 
legal  entity. 
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Import.  To  move  into,  or  the  act  of  move- 
ment Into,  the  territorial  limits  of  the 
United  States. 

IntersUUe.  From  one  State  into  or  Uirough 
any  other  State,  or  within  the  District  of  Co- 
lumbia, Guam,  the  Virsiti  Islands  of  the 
United  States,  or  any  other  territory  or  pos- 
seesion  of  the  United  States. 

Overtap  agent  or  toxin.  Any  mieroors^anlsm 
(including,  but  not  limited  to,  bacteria,  vi- 
nises,  tangl,  rlckettsiae.  or  protozoa)  or 
toxin  that  poses  a  risk  to  both  human  and 
animal  health  and  that  is  listed  in  §  121.3Cb). 

Permit  A  written  authorization  by  the  Ad- 
ministrator  to  import  or  move  interstate  bi- 
ological agents  or  toxins,  under  conditions 
prmcnibed  by  the  Administrator. 

Proficiency  testing.  A  sponsored,  time-lim- 
ited analytical  trial  whereby  one  or  more 
analytes,  invvlonsly  confirmed  by  the  spon- 
sor, are  sulimittfd  to  the  testing'  laboratory 
for  analysis  and  where  final  results  are  grad- 
ed, scores  are  recorded  and  provided  to  par- 
ticipants, and  scores  for  pcoticlpants  are 
evaluated  for  acceptance. 

Responsible  offidal.  The  individual  des- 
ignated by  an  entity  to  act  on  its  behalf. 
This  individual  must  have  the  authority  and 
control  to  ensure  compliance  witAi  the  resn- 
lations  in  this  part. 

Specimen.  A  sample  of  material  collected 
for  use  in  testing,  such  as  tissues,  gastro- 
intestinal contents,  feces,  bodily  fluids 
(blood,  serum,  etc.),  soil,  water,  feed  or  feed 
ingredients,  swabs,  cultures,  and  suspen- 
sions. 

State.  Any  of  the  several  States  of  the 
United  States,  the  Commonwealth  of  the 
Northern  Mariana  Island.^,  the  Common- 
wealth of  Puerto  Rico,  the  District  of  Colum- 
bia, Ouam,  the  Virgin  Islands  of  the  United 
States,  or  any  other  territory  or  possession 
of  the  United  States. 

Toxin.  The  toxic  material  or  product  of 
plants,  animals,  microoruanisms  ( including, 
but  not  limited  to,  bacteria,  viruses,  fungi, 
rlckettsiae,  or  protozoa),  or  Infectious  sub- 
stances, or  a  recomliinant  or  synthesized 
molecule,  whatever  their  origin  and  method 
of  production,  and  Includes: 

(1)  Any  !>oi.->onons  substance  or  biological 
product  that  may  be  engineered  as  a  result 
of  biotechnoloKw  produced  by  a  living  orga- 
nism: or 

(2)  Any   poisonous  iaomer   oi-  biological 

product,  homolog.  or  derivative  of  sacb  a 
substance. 

United  states.  All  of  the  States. 

USDA.  The  United  States  Department  of 
Agriculture. 

( 1S1,2  Purpose  and  scope. 

(a)  This  part  sets  forth  the  requirements 
for  possession,  use,  and  transfer  of  biological 
agents  or  toxins  that  have  been  determined 

to  have  the  potential  to  pose  a  severe  threat 
to  both  human  and  animal  health,  to  animal 


health,  or  to  animal  products.  The  purpose  of 
this  part  is  to  ensure  the  safe  handling  of 

such  agents  or  toxins,  and  to  protect  against 
the  use  of  such  agents  or  toxins  in  domestic 
or  International  terrorism  or  for  any  other 
criminal  purpose. 

(b)  AccordLingly,  this  part  provides  that 
any  individual  or  entity  that  possesses,  uses, 
or  transfers  any  agent  or  toxin  listed  in 
§121.3  must  register  in  accordance  with 
§121.7.  To  register,  each  entity  must  des- 
ignate an  individual  who  has  the  authority 
and  control  to  ensure  compliance  with  the 
regulations  to  be  the  responsible  ofXlclal. 
The  responsible  official  must  complete  and 
submit  the  registration  application  package 
to  APHIS  or.  for  overlap  agents  or  toxins,  Lo 
APHIS  or  CDC.  As  part  of  registration,  the 
responsible  official,  thp  entity,  and.  where 
applicable,  the  individual  who  owns  or  con- 
trols such  entity  will  be  subject  to  a  security 
risk  assessment  by  the  Attorney  General. 

(c)  The  responsible  official  is  responsible 
for  ensuring  compliance  with  the  safety  pro- 
cedures in  this  part,  including  implementing 
the  Biosafety  and  Security  Plan  in  accoixl- 
ance  with  f  121.12.  providing  the  proper  train- 
ing to  individuals  who  handle  or  use  agents 
or  toxins  listed  in  §121.3,  and  providing  prop- 
er laboratory  facilities  to  contain  and  dis- 
pose of  such  agents  or  toxins.  In  addition, 
the  responsible  official  is  responsible  for  en- 
suring compliance  with  the  safeguard  and  se- 
curity  measures  in  this  part,  including  re- 
stricting access  to  only  those  Individuals 
who  have  a  legitimate  need  to  handle  or  use 
aijents  or  toxins  and  who  have  been  approved 
in  accordance  with  §121.11,  and  transferring 
such  agents  or  toxins  only  to  registered  indl- 
viduais  or  entitles  in  accordance  with 

§121.13. 

§121.3    List  of  biological  agents  and  toxins. 

(a)  Except  as  provided  in  paragraphs  (f)  and 
(g)  of  this  section,  the  Administrator  has  de- 
termincd  that  the  biological  atrents  and  tox- 
ins listed  in  this  section  have  the  potentlaJ 
to  pose  a  severe  threat  to  both  human  and 
animal  health,  to  animal  health,  or  to  ani- 
mal products. 

(b)  Overtap  <igents  and  toxins. 

Bacillus  antkracis 

Botulinum  neui'otoxins 

BoLuliuum  uuuruloxin  pruduciug  ttp«ciub  of 

ClostrUUum 

BruccUa  abortus 
Brucella  melilensis 
BruceUa  suis 

Burkhnlderin  mallri 

Burhholderia  pscudomallei 

Clostridium  boiuHnum 

Cln^tridiuni  perfrxvgens  epsilon  toxin 

Coccidioides  immitis 

Coxiella  burnetii 

Eastern  equine  encephalitis  virus 

Francisella  lularensis 
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Hendra  virus 

Nipah  virus 

Ritl  \'iilley  fever  virus 

ShiKatoxin 

Staphylococcal  enterotoscins 
T-2  toxin 

Venezuelan  equine  encephalitis  virus 

(0)  Qenetio  elements,  recombinant  nucleic 
acids,  and  recombinant  organisms  of  overlap 

agents  or  toxins: 

(1)  Biological  agent  viral  nucleic  aolds 
(synthetic  or  naturally  dei-ived,  contiguous 
or  fragrmented,  in  host  chromosomes  or  in 
expression  vectors)  that  can  encode  infec- 
tious and'or  replication  competent  forms  Of 
any  of  the  biological  aK:ent  viruses. 

(2)  Nucleic  acids  (synthetic  or  naturally 
derived)  that  encode  for  the  functional 
form(s)  of  any  of  the  toxins  listed  in  para- 
graph (b)  of  this  section,  if  the  nucleic  acids: 

(i)  Are  in  .a  vertor  or  host  chromosome: 

(ii)  Can  be  expressed  i7i  vivu  or  in  vitro;  or 
(ill)  Are  in  a  vector  or  host  chromosome 

and  can  be  expressed  in  vivo  or  in  vitm. 

(3)  Viruses,  bacteria,  fungi,  and  toxins  list- 
ed In  paragraph  (b)  of  this  section  that  have 
been  genetically  modified. 

(d)  Animal  agents  and  tn.nns. 

African  horse  sickness  vii'us 
AfWcan  swine  fever  vims 

Akahane  virus 

Avian  inlluenza  virus  (highly  pathogenic) 

Biuetongue  vii  uh  (exotic) 

Bovine  spongiform  enceiflialopatliy  agent 

Camel  pox  virus 

Classical  swine  fever  virus 

Coivdria  ruminant  turn  (Heartwater) 

Foot-and-nioulli  disease  vii'us 

Goat  pox  Virus 

Japanese  encephalitis  virus 

Lumpy  skin  disease  virus 

Malignant  catarrhal  fiBver  virus  (exotic) 

Menangle  virus 

Mycoplasma  capricolutiiM.  F38;A/.  mycuides 
capH  (contagious  cainlne 

pleuropneumonia) 

Mi/caplasnia  nii/coides  mycoicles  icuuLagious 
bovine  pleuropneumonia ) 

Newcastle  disease  virus  (VVND) 

Peste  des  petits  ruminants  virus 

Rinderpest  vims 

Sheep  pox  virus 

Swine  vesicular  disease  virus 

Vesicular  stomatitis  virus  (exotic) 

(e)  The  Administrator  has  determined  that 
it  would  be  impractical  to  regulate  a  biologi- 
cal agent  or  toxin  that  is  In  its  naturally  oc- 
curring environment.  Therefore,  any  biologi- 
cal agent  or  toxin  listed  in  this  section  that 
is  in  its  naturally  occuiTing  environment 
will  not  be  subject  to  the  requirements  of 
this  part,  provided  that  the  biological  agent 
or  toxin  has  not  been  intentionally  intro- 
duced, cultivated,  collet  led.  or  otherwise  ex- 
tracted from  its  natural  source. 


(f)  The  Administrator  has  determined  that 

biological  agents  or  toxins  that  meet  any  of 
the  following  criteria  do  not  have  the  poten- 
tial to  pose  a  severe  threat  to  both  human 
and  animal  health,  or  to  animal  health  or 
animal  products.  Therefore,  an  individual  or 
entity  that  only  possesses,  uses,  or  transfers 

an  atrent  or  toxin  that  meets  any  of  the  fol- 
lowing criteria  will  not  be  subject  to  the  re- 
quirements of  this  part: 

(1)  Nonviable  assents  or  fixed  tissues  that 
are,  bear,  or  contain  agents  or  toxins  listed 
in  this  section.! 

(2)  Genetic  elements  or  subunits  of  agents 
or  toxins  listed  in  paragraph  (d)  of  this  sec- 
tion, if  the  genetic  elements  or  subunits  are 
not  capable  of  causing  disease.' 

(3)  Overlap  toxins  untUn-  tho  rontrol  of  a 
principal  investigator  (or  equivalent),  if  the 
total  aggregate  amount  does  not,  at  any 
time,  exceed  the  following  amounts:  0.5  mg 
of  Botulinum  neurotoxins  (types  A-G),  100 
mg  of  ClosMditm  perfringeru  epsllon  toadn, 
1(X)  mg  of  Shigatoxin.  5  mtr  of  Staphylococcal 
enterotoxlns,  and  1,000  mg  of  T-2  toxin. 

(g)  Attenuated  strains.  Attenuated  strains  of 
biological  agents  listed  in  this  section  may 
not  have  the  potential  to  pose  a  severe 
threat  to  both  human  and  animal  health,  to 
animal  health,  or  to  animal  products.  Thus, 
an  Individual  or  entity  may  requfst  review 
by  the  Administrator  to  determine  whether 
a  Hpoeifit    attenimted  strain  poae.n  a  severe 

threat  to  both  human  and  animal  health,  or 
to  animal  health  or  animal  products.  For 
overlap  agents,  an  individual  or  entity  may 
request  review  by  APHIS  or  CDC. 

1 1 )  If  APHIS  or  CDC  determines  that  a  spe- 
cific attenuated  strain  does  not  pose  a  severs 
thi-^at  to  human  and  animal  health,  or  to 
animal  hciilth  or  animal  pi'oducts.  an  indi- 
vidual or  entity  will  not  be  subject  to  the  re- 
quirements of  this  part.  This  determination 
will  be  limited  to  the  specific  attenuated 
strain  and  to  the  specific  activities  Involving 
that  attenuated  strain. 

(2)  An  individual  or  entity  may  request  a 
review  by  writtng  to  the  Administrator  or, 
for  overlap  aifents,  lay  writing  to  the  Admln- 
istrator  or  CDC.^ 


>  However,  the  importation  and  interstate 
movement  of  these  genetic  elements  or 
subunits  of  listed  agents  or  toxins  are  still 
subject  to  the  permit  requirements  under 
part  122  of  this  subchapter. 

2  See  footnote  1. 

^A  request  to  review  an  attenuated  strain 
may  be  mailed  to  National  Center  for  Import 
and  Export.  VS.  APHIS.  4700  River  Road  Unit 
40.  Rive  I  dale.  MD  20737  1231;  or  faxed  to  (301) 
734-3652.  For  overlap  agents,  a  request  for  re- 
view may  be  mailed  to  the  above  address  or 
to  Select  Agent  Program,  Centers  lor  Dis- 
ease Control  and  Prevention,  1600  Clifton 
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(3)  If  it  is  determined  that  a  specific  at- 
tenuated strain  does  not  pose  a  severe 
threat.  APHIS  or  CDC  will  notify  the  appli- 
cant and  pabliah  a  notice  in  the  Federal 
Rgoisteb. 

(4)  An  individual  or  entity  ma\-  retiuest  re- 
consideration of  an  adverse  decision  in  writ- 
ing to  the  Administrator.  The  request  for  re- 
consideration must  state  all  of  the  facts  and 
reasons  upon  whicii  the  individual  oi'  entity 
relies  upon  to  show  the  decision  was  incor- 
rect. The  Administrator  will  grrant  or  deny 
the  request  for  reconsideration  as  promptly 
as  circumstances  allow  and  will  state,  in 
writinsr.  the  reasons  for  the  decision.  If  there 
is  a  conflict  as  to  any  material  fact,  the  indi- 
vidual or  entity  may  request  a  hearing  to  re- 
solve the  conflict. 

§121.4    Exemptions  for  overlap  agents  or 
toxina. 

(a)  Clinical  or  diagrnostic  laboratories  and 
other  entities  possessing,  using,  or  transfer- 
ring overlap  agents  or  toxins  that  are  con- 
tained in  specimens  presented  for  diagnosis 
or  verification  will  be  exempt  from  the  re- 
quirements of  this  part,  provided  tiiat: 

(1)  The  identification  of  such  ag-ents  or  tox- 
ins is  immediately  reported  to  APHIS  or 
ODO,  and  to  other  appropriate  authorities 
when  required  by  Federal,  State,  or  local 
law;  and 

(2)  Within  7  days  after  identification,  the 

agents  or  toxins  are  transferred  or  inac- 
tivated, and  APHIS  Form  2040  is  submitted 
to  APHIS  or  ODO.*  Daring'  agricultural  emer- 

grencies  or  outbreaks,  or  in  endemic  areas, 
the  Administrator  may  require  less  frequent 
report ini-  A  copy  of  the  completed  form 
must  be  maintained  for  3  years. 

(b;  Clinical  or  diagnostic  laboratories  and 
Other  entities  possessing,  using,  or  transfer- 
vins  overlap  agents  or  toxins  that  are  con- 
tained in  specimens  presented  lor  proficiency 
testing  will  be  exempt  from  the  reQoire- 
ments  of  this  part,  provided  that: 

(1)  The  identification  of  slk  h  agents  or  tox- 
ins, and  their  del  iv;^it  ives.  i.<  itnincdiately  re- 
ported to  the  AflllS  or  CDC.  and  to  other 
appropriate  authorities  when  required  by 
Federal,  State,  or  local  law;  and 

(2)  Within  90  days  of  receipt,  the  agents  or 
toxins  are  transferred  or  inactivated,  and 
APHIS  Form  3040  is  submitted  to  APHIS  or 


Road.  N£,  Mail  Stop  E  79,  Atlanta.  GA  30333; 
or  fazed  to  (404)  49B->226S. 

■' .■\  clinical  or  diagnostic  laboratory,  or 
other  entity,  may  immediately  notify  APHIS 
by  faxing  (301)  784-3652.  APHIS  Form  2040 
may  be  obtained  by  calling  APHIS  at  (301) 
734-3277  or  by  calling  CDC  at  (404)  49&-2265. 
The  form  is  also  available  on  the  bitmiet  at 

http://wunt\aphi!t. usda. gov  v^  nric.bfa. html  or 
hitpu/www. cdc.gov/ocUohs/hsat. htm.  The  com- 
pleted form  may  be  mailed  or  fund  to 
APHIS  or  CDC,  as  inrovided  in  footnote  8. 


CDC  A  copy  of  the  completed  form  must  be 
maintained  for  3  years. 

(c)  Unless  the  Administrator  by  order  de- 
termines that  additional  regulation  of  a  spe- 
cific product  is  necessary  to  protect  animal 
or  plant  health,  or  animal  or  plant  products, 
an  individual  or  entity  po.ssessing.  using,  or 
transferring  products  that  are,  bear,  or  con- 
tain overlap  ai^ents  or  toxins  will  be  exempt 

fiom  the  requirements  of  this  part  if  the 
products  have  been  cleared,  approved,  li- 
censed, or  registered  pursuant  to: 

(1)  The  Federal  Food.  Drug,  and  Oosmetlc 
Act  (21  U.S.C.  301  et  seq.)\ 

(2)  Section  851  of  Public  Health  Service  Act 
(42  U.S.C.  262): 

(3)  The  Virus-Serum-Toxin  Act  (21  U.S.C. 
151-lSO):  or 

(4)  The  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  (7  U.S.C.  131  et  seq.). 

(d)  An  individual  or  entity  possessing, 
using,  or  transferring  investigational  prod- 
ucts that  are.  bear,  or  contain  overlap  agents 
or  toxins  may  be  exempt  from  the  require- 
ments of  this  part  if  such  product  is  being 
used  in  an  investigation  authorized  by  any 
Federal  law  and  the  Administrator  deter- 
mines that  additional  regulation  under  this 
part  is  not  necessary  to  protect  animal  or 
plant  health,  and  animal  or  plant  products. 

(1)  An  individual  or  entity  possessing, 
using,  or  transferring  such  investigational 
products  may  apply  for  an  exemption  from 
the  requirements  of  this  part  by  submitting 
APHIS  Form  2042  to  APHIS  or  CDC. 

(2)  For  investigational  products  authorised 
under  any  of  the  Federal  laws  specified  in 
paragraph  (c)  of  this  section,  the  Adminis- 
trator shall  make  a  determination  regarding 

an  exemption  within  14  days  after  receipt  of 
the  application  and  notification  that  the  in- 
vestigation has' been  authorised  under  a  Fed- 
eral law. 

(e)  The  Administrator  may  exempt  an  indi- 
vidual or  entity  from  the  requirements  of 

this  part,  in  whole  or  in  part,  for  30  days  If 
it  is  necessary  to  respond  to  a  domestic  or 
foreign  agricultural  emergency  involving  an 
overlap  agent  or  toxin.  The  Administrator 
may  extend  the  exemption  once  for  an  addi- 
tional 30  days. 

(f)  Upon  request  of  the  Secretary  of  Health 
and  Human  Services,  the  Administrator  may 
exempt  an  individual  or  entity  from  the  re- 
qulrenu-nls  ol  ihi:^  pai  t .  in  whole  or  In  pari, 

for  30  days  if  the  Secretary  of  Health  and 
Human  Services  has  granted  an  exemption 
for  a  public  health  emergency  involving  an 
overlap  agent  or  toxin.  The  Administrator 
may  extend  the  exemption  once  for  an  addi- 
tional 80  days.  I 

1121,6  Exemptions  for  udmai  agents  and 

toxins. 

(a)  Diagnostic  laboratories  and  other  enti- 
ties possessing,  using,  or  tnuoirferring  agents 
or  toxins  that  are  contained  in  specimens 
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presentt'il  foi'  diau'tiosis  or  verification  will 
be  exempt  from  the  requirements  of  Uxis 
part,  provided  that: 

(1)  The  identlllcation  of  such  agents  or  tox- 
ins is  immeiUately  reported  to  the  Adminis- 
trator and  to  other  appropriate  authorities 
when  required  by  Federal,  State,  or  local 
law;  and 

(2)  Within  7  days  after  identificaticm,  the 

agents  or  toxins  are  transft^rred  Or  Inac- 
tivated, and  APHIS  Form  2040  is  submitted 
to  the  Administrator.*  Daring  agrlcoltnral 
emergencies  or  onthreaks,  or  in  endemic 
areas,  the  Administrator  may  require  less 
ftequent  reportingr.  A  copy  of  the  completed 
form  must  be  maintained  for  3  years. 

(b)  Diagnostic  laboratories  and  other  enti- 
ties poesMsing',  usingr.  or  transfsrringr  agents 
or  toxin-  "^hat  are  contained  in  specimens 
presented  lor  proficiency  testing  will  be  ex- 
empt ftrom  the  requirements  of  this  part, 
provided  thai : 

(1)  The  identification  of  such  agents  or  tox- 
ins, and  their  derivativee,  is  immediately  re- 
ported  to  the  Administrator,  and  to  other 
appropriate  authorities  when  required  by 
Federal,  State,  or  local  law;  and 

(2)  Within  90  days  of  receipt,  the  agent  or 
toxins  ai'e  transferred  or  inactivated,  and 
APHIS  Form  2040  is  sabmltted  to  the  Admln- 
istrator  A  ropy  of  the  comidetCNl  form  must 
be  maintained  for  3  years. 

(c)  An  indivldnal  or  entity  receiving  diag- 
nostic reafrents  and  vaccines  that  are.  bear, 
or  contain  listed  agents  or  toxins,  also 
known  as  high  consequence  livestock  patho- 
gens or  toxins,  that  are  produced  at  USDA 
diagnostic  facilities  will  be  exempt  from  the 
requirements  of  this  part. 

(d)  Unless  the  Administrator  by  order  de- 
termines that  additional  regulation  is  nec- 
essary to  protect  animal  health  or  animal 
products,  an  individual  or  entity  possessing, 
using,  or  transferring  products  that  are, 
bear,  or  contain  listed  agents  or  toxins  will 
be  exempt  from  the  requirements  of  this  part 
if  the  products  have  been  cleared,  approved, 
licensed,  or  registered  pursuant  to: 

(1)  The  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  301  et  seq.y, 

(2)  Section  351  of  Public  Health  Service  Act 
(42  U.S.C.  262); 

(3)  The  Virus-Serum-Toxin  Act  (21  U.S.C. 
151  159):  or 

(4)  The  Federal  Insecticide,  Fungicide,  and 
Rodentldde  Act  (7  U.S.0. 131  et  aeq.). 


^A  diagnostic  laboratory  or  other  entity 
must  immediately  notify  APHIS  by  faxing 
(301)  734-3652.  APHIS  Form  2(H()  may  be  ob- 
tained by  calling  (301)  734-3277.  The  form  is 
also  available  on  the  Internet  at  http:// 
untnv.aphis.usda.gov/vs/ncie.btuJifml.  The  com- 
pleted form  may  be  mailed  to  National  Cen- 
ter for  Import  and  Export,  VS.  APHIS,  4700 
River  Road  Unit  40.  Rlverdale,  MD  20787-1281; 
or  faxed  to  (301)  734-3652. 


(e)  An  individual  or  entity  possessing, 

using,  or  transferring  experimental  products 
that  are.  bear,  or  contain  listed  agents  or 
toxins  may  be  exempt  from  the  requirements 
of  this  part  if  such  produc  t  is  being  used  in 
an  investigation  authorized  by  any  Federal 
law  and  the  Administrator  determines  that 
additional  regulation  under  this  part  is  not 
necessary  to  protect  animal  or  plant  health, 
and  animal  or  plant  products.  An  Individual 
or  entity  possessing,  using,  or  transferring 
such  experimental  products  may  apply  for  an 
exemption  from  the  requirements  of  this 
part  by  submitting  APHIS  Form  2042  to 
APHIS. 

(0  In  addition  to  the  exemptions  provided 

in  paragraphs  (a)  through  (o)  of  this  section, 
the  Administrator  may  grant  a  specific  ex- 
emption upon  a  showing  of  good  cause  and 
upon  his  or  her  determination  that  such  ex- 
emption is  consistent  with  protecting  animal 
health  and  animal  products.  An  individual  or 
entity  that  possesses,  uses,  or  transfers 
agents  or  toxins  may  request  in  writing  an 
exemption  from  the  requirements  of  this 
part.  If  granted,  such  exemptions  are  valid 
for  a  maximum  of  3  years;  thereafter,  an  in- 
dividual or  entity  must  request  a  new  ex- 
emption. If  a  requpst  for  exemption  is  de- 
nied, an  individual  or  entity  may  request  re- 
consideration in  writing  to  the  Adminis- 
trator. The  request  for  reconsideration  must 
state  all  of  the  facts  and  reasons  upon  which 
the  indivldaal  or  entity  relies  to  show  that 
the  exemption  was  wrongfully  denied.  The 
Administrator  will  grant  or  deny  the  request 
for  reconsideration  as  promptly  as  cir- 
cumstances allow  and  will  state,  in  writing, 
the  reasons  lor  the  decision.  If  there  is  a  con- 
flict as  to  any  material  fact,  the  Individual 
or  entity  may  request  a  hearing  to  resolve 

the  cniit'lii  t." 

§  121.H    Registration;  who  must  register. 

(a)  Unless  exempted  under  §§121.4  or  121.5, 
any  individual  or  mtity  that  possesses,  uses, 
or  transfers  any  agent  or  toxin  listed  in 
§121.3  must  register  with  APHIS  or,  for  over- 
lap agents  or  toxins,  APHIS  or  CDC. 

(b)  Each  entity  must  designate  an  indi- 
vidual to  be  its  responsible  official.  The  re- 
sponsible offl<dal  must  have  ^  authority 
and  control  to  ensure  compliance  with  the 
regulations.  The  responsible  official  must 
complete  and  sign  the  registration  applica- 
tion package,  and  will  be  the  individual  con- 
tacted by  APHIS  or  CDC  if  any  questions 
arise  concerning  the  applioatlain  or  subse- 
quent compliance  with  the  regulations  in 
this  part.  As  part  of  registration,  the  respon- 
sible official  and  the  entity  wlU  be  subject  to 


•A  request  for  exemi^ion  may  be  mailed  to 
National  Center  for  Import  and  Export.  VS, 
APHIS.  4700  River  Road  Unit  40,  Rlverdale, 
MD  20737-1231;  or  faxed  to  (301)  784-8662. 
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a  security  risk  assessment  by  the  Attorney 
General.  While  most  registrants  are  likely  to 
be  entitles,  in  the  event  that  an  individual 
applies  for  and  is  g^ranted  a  certificate  of  reg- 
istration, APHIS  will  consider  the  individual 
to  be  the  responsible  ofllcial. 

(c)  An  entity  may  designate  one  or  more 
individuals  to  be  an  alternate  responsible  of- 
ficial, vrho  may  act  for  the  responsible  offi- 
cial when  he/she  is  unavailable.  These  indi- 
viduals  must  have  the  authority  and  control 
to  ensure  compliance  with  the  regralations 
when  acting-  as  the  responsible  official. 
These  individuals  will  also  be  subject  to  a  se- 
ouri^  risk  assessment  by  the  Attorney  Gen- 
eral as  part  of  reglsteatlon. 

(a)  Unless  exempted  under  §§121.1  nr  121  ' 
an  individual  or  entity  shall  not  possess,  use. 
or  transfer  any  agent  or  toxin  listed  in  f  121^ 
without  a  certificate  of  registration  issued 
by  APHIS  or  CDC. 

(b)  A  certificate  of  registration  may  be 
issued  upon: 

(1)  Approval  of  the  responsible  official;  the 
alternate  responsible  ofRcial,  where  applica- 
ble; the  entity;  and.  where  applicable,  the  in- 
dividual who  owns  or  controls  the  entity  fol- 
lowing a  security  risk  assessment  by  the  At- 
torney General;"  and 

(2)  Approval  of  the  biosafety.  containment, 
and  security  of  the  entity.  The  entity's  bio- 
safety, containment,  and  security  procedures 
must  be  commensurate  with  the  risk  of  the 
agent  or  toxin,  given  its  intended  use. 
APHIS  or  CDC  will  review  the  Biosafety  and 
Security  Plan,  and  may  inspect  and  evaluate 
the  premises  and  records  to  determine  com- 
pliance with  the  regrulations  and  the  bio- 
safety. containment,  and  security  require- 
ments; and 

(3)  A  determination  by  the  Administrator 
that  the  individual  or  entity  seekine:  to  reg- 
ister has  a  lawful  purpose  to  posse.s.s.  use.  or 
transfer  such  agents  or  toxins. 

(c)  For  overlap  agents.  APHIS  and  CDC 
will  review  applications  for  registration  and 
amendments  to  a  certificate  of  registration, 
and  a  certificate  of  registration  or  amend- 
ment to  a  certificate  of  registi'atlon  will 
only  be  issued  if  APHIS  and  CDC  concur. 

(d)  A  certificate  of  registration  will  be 
valid  for  only  the  specific  ag^onts  or  toxins 
Usted  in  the  certificate  and  specific  activi- 
ties and  locations.  A  certificate  of  rejristra- 
tion  may  cover  more  than  one  listed  agent  or 
toxin,  and  it  may  be  amended  to  cover  addi- 
tional listed  agents  or  toxins. 

(ej  A  certificate  of  registration  may  be 
amended  to  reflect  changed  circumstances 


'The  security  risk  assessment  of  the  entity 
and  the  individual  who  owns  or  controls  such 
entity  may  be  waived  for  Federal,  State,  or 
local  governmental  agencies. 


(e.g..  replacemfnt  of  the  responsible  official, 
changes  in  ownership  or  control  of  the  enti- 
ty.* changes  in  the  activities  involving  the 
apent  or  toxin).  The  responsible  official  must 
immediately  notify  the  agency  that  issued 
the  certificate  of  registration,  either  APHIS 
or  CDC,  of  such  changes  in  circumstances 
that  occur  after  submission  of  the  applica- 
tion for  registration  or  after  receipt  of  a  cer- 
tificate of  registration. 

(f)  If  a  responsible  official  wishes  to  dis- 
continue possessing,  using,  or  transferring  a 
particular  agent  or  toxin,  the  responsible  of- 
ficial may  inactivate  the  agent  or  toxin  or 
he/she  may  transfer  the  agent  or  toxin  to  a 
registered  individual  or  entity  in  accordance 
with  f  121. 13.  The  responsible  official  must 
notify  APHIS  or.  for  overlap  agents  or  tox- 
ins, APHIS  or  CDC,  6  business  days  prior  to 
the  planned  Inaotlvation  so  that  we  may 
have  the  opportunity  to  observe  the  inac- 
tivation  of  the  agents  or  toxins.  APHIS  or 
CDC  will  notify  the  responsible  official  if  we 
wish  to  observe  Uie  inactivation  of  the 
agents  or  toxins. 

(g)  A  certificate  of  I'egistration  will  be 
valid  for  a  maximum  of  3  years. 

§  121  JI^^JPsM^^^  gsvocatioii,  or  sospensicni  oi 

(a)  APHIS  may  deny  an  application  for  reg- 
istration or  revoke  registration  if: 

(1)  The  Attorney  General  identifies  the  re- 

8i>onsible  official,  entity,  or  Individual  who 
owns  or  controls  the  entity  as  within  any  of 
the  categories  described  in  18  U.S.C.  175b;  or 

(2)  The  Attorney  General  identifies  the  re- 
sponsible official,  entity,  or  individual  who 
owns  or  controls  the  entity  as  reasonably 
suspected  by  any  Federal  law  enforcement  or 

intelligence  aL'-eni.-y  of: 

(1)  Committing  a  crime  set  forth  in  18 
U.S.C.  2332b(gK5);  or 

(ii)  Knowing  involvement  with  an  organi- 
zation  that  engages  in  domestic  or  inter- 
national terrorism  (as  defined  in  18  U.S.C. 
2881)  or  with  any  other  organisation  that  en- 
gages in  intentional  crimes  of  violence;  or 

(Hi)  Being  an  agent  of  a  foreign  power  as 
defined  in  50  U.S.C.  1801;  or 

1 3 1  The.  responsible  official  does  not  have  a 
lawful  purpose  to  possess,  use.  or  transfer 
agents  or  toxins  listed  in  §  121.3;  or 

(4)  The  responsible  official  is  an  individual 
who  handles  or  uses  agents  or  toxins  listed 
in  §121.3  and  he/she  does  not  have  the  nec- 
essary training  or  skills  to  handle  such 
agents  or  toxins;  or 


8  Any  change  in  ownership  or  control  of  an 
entity  will  require  a  security  risk  assess- 
ment for  the  new  indlvidual(s)  who  owns  or 
controls  the  entity. 
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(5)  The  entity  does  not  meet  the  Moeafety, 

containment,  and  security  requiremeotB  pre- 
scribed by  the  Adraiiustrator;  ^  or 

(0)  There  are  egregious  or  rqpofttied  violar 
tlons  of  the  binsafety,  containnient,  oraeoa- 
rity  requirements;  or 

(7)  The  Administrator  determines  that 
SOCh  action  is  necessary  to  protect  animal  or 
plant  health,  and  animal  or  plant  products. 

(b)  For  overlap  agents  or  toxins.  APHIS  or 
CDC  shall  deny  an  application  for  repistra- 

tiou  or  revoke  registration  if  the  Attorney 
(General  identifies  the  responsible  official. 

I'ntity.  or  individual  who  owns  oi-  controls 
the  entity  as  within  any  of  the  categories  de- 
scribed in  18  tT.8.0. 175b.  AFBZB  or  GDC  may 
also  deny  retristration  or  revoke  registration 
tox  the  reasons  set  forth  in  paragraphs  (aX2) 
through  (a)(7)  of  this  section. 

(C)  APHIS  may  summarily  revoke  OT  sus- 
pend registration  for  any  of  the  reasons  set 
forth  in  paragraphs  (a)  and  (b)  of  this  sec- 
tion. 

(d)  APHIS  will  notify  the  responsible  offi- 
cial in  writing  if  an  application  for  registra- 
tion is  denied  or  a  certificate  of  registration 
is  revoked  or  suspended.  For  overlap  agents 
or  toxins.  APHIS  or  CDC  will  notify  the  re- 
sponsible official  in  writing  if  an  application 
for  registration  is  denied  or  a  certificate  of 
registration  is  revoked  or  suspended. 

(e)  Denial  of  an  application  for  registra- 
tion, revocation  of  registration,  and  suspen- 
sion of  registration  may  be  appealed  under 
1121.17. 

Segistnitioii;  how  to  register. 

(a)  To  apply  for  a  certificate  of  ii*LjiFn.i 
tion,  the  responsible  official  must  submit  all 
of  the  information  and  documentation  re- 
quired in  the  repistiation  application  pack- 
age to  APHIS,  including  the  name,  source, 
and  characterization  da1»  for  each  agent  or 
toxin  to  be  rekMstered.  For  overlap  agents  or 
toxins,  the  responsible  official  must  submit 
all  of  the  information  and  documentation  re- 
quired in  the  registration  package  to  either 
APHIS  or  CDC.  The  responsible  official  must 
submit  the  registration  application  package 
to  .^PHIS  in  cases  where  he  she  is  seeking 
registration  for  both  animal  and  overlap 
agents  and  toxins. 

(b)  For  animal  agents  and  toxins,  the  reg- 
istration application  package  may  be  ob- 
tained by  calling  (301)  734-3277  or  (kxing  a  re- 
quest to  (301)  734-3652.  It  is  also  available  on 
the  Internet  at  hUp://www.aphis.usda.govA)s/ 
ncle.hta,himl.  The  completed  registration  ap- 
plication package  must  be  mailed  to  Na- 
tional Center  for  Import  and  Export,  VS, 
APHIS,  4700  River  Road  Unit  40,  Rtverdale, 
MD  20737-1231.  Assistance  in  completing  the 


''If  registration  is  denied  for  this  reason, 
we  may  provide  technical  assistance  and 
guidance. 


registration  application  may  be  requested  by 

calling  (301)  734-3277. 

(c)  For  overlap  agents  and  toxins,  the  reg- 
istration application  package  may  be  ob- 
tained by  contacting  APHIS,  as  set  fortb  in 
paragraph  (b)  of  this  section,  or  by  calling 
CDC  at  (404)  498-2255;  faxing  a  request  to  (404) 
486-3365:  or  writing  to  Select  Agent  Program, 
Centers  for  Disease  Control  and  Prevention. 
1600  Clifton  Road,  NE,  Mail  Stop  E  79.  At- 
lanta, OA  30333.  It  is  also  available  on  the 
Internet  at  http://www.cdc.gov/od/ohs/ 
Irsat.htm.  The  completed  registration  appli- 
cation package  may  be  mailed  to  APHIS  at 
the  address  provided  in  paragraph  (b)  of  Ibis 
section  or  to  CDC's  Select  Agent  Program  at 
the  address  provided  in  this  paragraph.  As- 
sistanoe  in  completing  the  registration  ap- 
plication may  be  requested  by  calling  APHIS 
or  CDC  at  the  telephone  numbers  provided  in 
this  section. 

S  121.10   Beqpoosibilities  of  the  responsible 
ofHolaL 

(a)  The  responsible  ofOolal  is  responsltle 

for  ensuring  compliance  with  the  rsgol*- 
tions,  including: 

(1)  Developing  and  Implementing  a  Bio- 
safety  and  Seoority  Plan  in  aooocdanoe  wltti 

§121.12: 

(2)  Allowing  only  approved  individuals 
within   the   entity   to   have   nccesB   to  any 

agents  or  toxins  listed  in  1 121.3  in  accord- 
ance with  §121.11; 
(8)  Providing  appropriate  training  In  Uo- 

safety,  containment,  and  security  procedures 
for  all  personnel  in  accordance  with  §121.13; 

(4)  TransfiBrring  agents  or  toxins  only  to 
registered  individuals  or  entities  in  aooord- 
ance  with  §121.14; 

(5)  Ensuring  that  all  visitors  are  informed 
of  and  follow  the  entity's  security  require- 
ments and  procedures; 

(6)  Notifying  APHIS  or.  for  overlap  agents 
or  toxins,  APHIS  or  ODO,  of  changes  In  cir- 
cumstances in  accordance  with  §121.7; 

(7)  Providing  timely  notice  of  any  theft, 
loss,  or  release  of  a  biological  agent  or  toxin 
in  accordance  with  §121.17; 

(8)  Maintaining  detailed  records  of  infor- 
mation necessary  to  g^ive  a  complete  ac- 
counting Of  all  of  the  activities  related  to 
agents  or  toxins  listed  in  §121.3  in  aooord- 
ance  with  §  121.15. 

(b)  In  addition  to  the  requirements  in  para- 
graph (a)  of  f  his  section,  the  responsible  Offi- 
cial for  a  diagnostic  laboratory  or  other  enti- 
tles possessing,  using,  or  transferring  agents 
or  to.xins  listed  in  §121.3  that  are  contained 
in  specimens  presented  for  diagnosis  must 
inunediately  report  the  identification  of 
such  agents  or  toxins  to  the  Administrator 
and  to  other  appropriate  authorities  whan 
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rofiuired  by  Federal.  State,  or  local  law.'" 
During  agricultural  emergencies  or  out- 
breaks, or  in  endemic  areas,  the  Adminis- 
trator may  require  less  frequent  repoiting. 

(c)  In  addition  to  the  requirements  in  i>ara- 
grapb  (a)  of  this  section,  the  responsible  off!- 
cia!  nni.st  ensure  that  the  following"  experi- 
ments are  not  conducted  unless  approved  by 
the  Administrator,  after  consultation  with 
experts: 

(1)  Experiments  utilizing  recombinant 
DNA  that  involve  the  deliberate  transfer  of  a 
pathogenic  trait  or  dvuK  resistance  trait  to 
bioloflrical  agents  that  are  not  known  to  ac- 
quire the  trait  naturally,  if  such  acquisition 
could  compromise  the  use  of  the  drug-  to  con- 
trol disease  agents  in  humans,  veterinary 
medicine,  or  agriculture. 

(2)  Experiments  involving  the  deliberate 
formation  of  recombinant  DNA  containing 
grenes  for  the  biosynthesis  of  toxins  lethal  for 
vertebrates  at  an  LI>so<100  ng/kg  body 
weight. 

91S1.U   Restricting    aoeMB   to  hMo^M 
agents  and  toxins. 

(a)  An  individual  may  not  have  access  to 
biological  agents  or  inxins  listed  in  §121. 3 
unless  approved  by  APHIS  or  CDC.  APHIS 
will  sranl.  limit,  or  deny  access  of  individ- 
uals to  listed  agents  or  toxins.  APHIS  or 
CDC  will  grant,  limit,  or  deny  access  Of  indi- 
viduals to  overlap  agents  or  toxins. 

(b)  The  responsible  olllcial  is  responsible 
for  en.suring  that  only  approved  individuals 
within  the  entity  have  access  to  any  agents 
or  toxins  listed  in  §121.3.  The  responsible  of- 
ficial must  request  such  access  for  only 
those  individuals  who  have  a  legitimate  need 
to  handle  or  use  agents  or  toxins,  and  who 
have  the  appropriate  training  and  skills  to 
handle  such  agents  or  toxins. 

(c)  The  responsible  offldal  must  provide 
appropriate  training  in  biosafety.  contain- 
ment, and  security  procedures  to  all  individ- 
uals with  access  to  agents  and  toxins  listed 
in  §121.3. 

(d)  For  each  individual  identified  by  the  re- 
sponsible official  as  having  a  legitimate  need 
to  handle  or  use  agents  or  toxins,  the  respon- 
sible official  must  submit  that  individual's 
name  and  identfiytng  infonnation  to  APHIS 
and  the  Attorney  General.  For  overlap 
agents  or  toxins,   the   responsible  official 

most  submit  this  information  to  either 
APHIS  or  CDC  and  the  Attorney  General. 

(e)  In  addition,  the  responsible  official 
most  submit  information  about  the  individ- 
ual's traininsr  and  skills  to  .\PHIS  or.  for 
overlap  agents  or  toxins,  APHIS  or  CDC  (e.g., 
onrrloolum  vltae  for  inlncipal  investigators 


'•'A  diagnostic  laboratory  or  other  entity 
must  immediately  notify  APHIS  by  faxing 
(801)734-9652. 


and  researchers,  and  a  description  of  train- 
ing completed  by  support  personnel). 

(f)  APHIS  may  expedite  the  access  ap- 
proval process  for  individuals  upon  reque.st 
by  the  responsible  official  and  a  showing  of 
good  cause  {e.g.,  public  health  or  agricultural 
emergencies,  national  security,  impending 
expiration  of  a  research  grant,  a  short-term 
visit  by  a  prominent  researcher;. 

(g)  APHIS  will  notify  the  responsible  ofCi- 
cial  if  an  individual  is  pmnted  full  or  limited 
access,  or  denied  access  to  listed  agents  or 
toxins.  APHIS  will  also  notify  the  individual 
if  he/she  is  dpnird  access  or  granted  only  lim- 
ited access.  For  overlap  agents  or  toxins, 
APHIS  or  CDC  will  provide  the  neoessary  no- 
tiflcation. 

ih  i  .APHIS  may  deny  or  limit  acce.ss  of  an 
individual  to  listed  agents  or  toxins  if: 

(1)  The  Attorney  0«ieral  Identifies  the  in- 
dividual as  within  any  of  the  categories  de- 
scribed in  18  U.S.C.  175b; 

(2)  The  Attorney  General  identifies  the  in- 
dividual as  reasonably  su.^pected  by  any  Fed- 
eral law  enforcement  or  intelligence  agency 
of  committing  a  crime  set  forth  in  18  U.S.C. 
2332b(g)(5);  knowing  involvement  with  an  or- 
ganization that  engages  in  domestic  or  inter- 
national terrorism  (as  defined  in  18  U.S.C. 
2331)  or  with  any  other  organisation  that  en- 
gages in  intentional  crimes  of  violence:  or 
being  an  agent  of  a  foreign  power  as  defined 
in  50  U.S.C.  1801; 

(3)  The  individual  does  not  have  a  legiti- 
mate need  to  handle  listed  agents  or  toxins: 

(4)  The  individual  does  not  have  the  nec- 
essary training  or  skills  to  handle  listed 
agents  or  toxins: 

(5)  The  Administrator  determines  that 
such  action  is  necessary  to  protect  animal 
health  or  animal  products. 

(i)  For  overlap  agents  or  toxins,  APHIS  or 
CDC  will  deny  an  individual  access  to  such 
agents  or  toxins  if  the  Attorney  General 
identifies  the  individual  as  within  any  of  the 
categories  described  in  18  U.S.C.  175b.  APHIS 
or  CDC  may  also  deny  or  limit  access  of  an 
individual  for  the  reasons  set  forth  in  para- 
graphs (f)(2)  through  U)(5)  of  this  section. 

(J)  An  individual  may  appeal  the  Adminis- 
trator's decision  to  deny  or  limit  access 

under  §121.17. 

(k)  Access  approval  is  valid  for  5  years; 

thereaftt-r,  the  re.sponsible  official  shall  re- 
quest renewal  of  access  approval  every  5 
years  fbr  as  long  as  the  individual  needs  ac- 
cess to  agents  or  toxins  listed  in  §  121.3. 

(1)  The  responsible  official  must  imme- 
diately notify  APHIS  or,  for  overlap  agents 
or  toxins,  APHIS  or  CDC,  when  an  individ- 
ual's  access  to  agents  or  toxins  listed  in 
§121.3  is  terminated  by  the  entity  and  the 
reasons  therefore. 
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9 1S1.U  BioMfety  and  aecority  plan. 

(a)  As  a  condition  of  refristration,  the  re- 
sponsible official  must  develop  and  imple- 
ment a  Biosafety  and  Security  Plan."  The 
Biosafety  and  Security  Plan  most  contain 
sufficient  information  and  documentation  to 
desciilie  the  biosafety  and  containment  pro- 
cedures, and  the  security  systems  and  proce- 
duies.  The  plan  must  be  commensurate  with 
the  risk  of  the  agent  or  toxin,  given  its  in- 
tended use. 

(1)  Biosafety  and  containment  procedures.^'- 
The  biosafety  and  containment  procedures 
must  be  sufficient  to  contain  the  agent  or 
toxin  (e.g..  physical  structure  and  features  of 
the  entity,  and  operational  and  procedural 
safeguards).  At  a  minimum,  the  plan  must 
address  containment,  personnel  safety  and 
health,  and  inventory  control. 

(2)  Security  systems  and  prooetfttres.^^  The  se- 
curity systems  and  procedures  must  be  de- 
signed according  to  a  site-specific  risk  as- 
Benment  and  must  provide  griuded  protection 
in  accordance  with  the  threat  posed  by  the 
ag«nt  or  toxin. 

(1)  The  site-specific  risk  assessment  should 
Involve  a  threat  assessment  and  risk  anal- 
ysis in  which  threats  are  defined, 
vulnerabilities  examined,  and  riskB  associ- 
ated with  those  volnerabiUties  are  identi- 
fied. 

(ii)  The  security  systems  and  procedores 
must  be  tailored  to  address  site-specific 
characteristics  and  requirements,  ongoing 
programs,  and  operational  needs  and  must 
mitigate  the  risks  identified  under  para- 
graph (a)(2)(i)  of  this  section, 

(iii)  The  plan  must  describe  inventory  con- 
trol procedoree,  personnel  suitability  for 
those  indivldoalB  with  access  to  agents  or 
toxins  listed  in  {121.3,  phsrsical  security,  and 
cybersecurity.  The  plan  must  also  contain 
provisions  for  routine  cleaning,  mainte- 


"  Technical  a.ssistance  and  guidance  may 
be  obtained  by  calling  (301)  734-^277. 

i*For  groidance  on  Moaafety  and  contain- 
ment procedures,  see  the  CDCNIH  publica- 
tion, "Biosafety  in  Microbiological  and  Bio- 
medical Laboratories**  (4th  ed.  1990). 

13  For  guidance,  see  the  USDA  Depart- 
mental Manual  No.  9610-001.  ''USDA  Security 
Policies  and  Procedures  for  Bioaafety  Licvel- 
3  Facilities""  (August  30.  2002).  The  manual 
may  be  obtained  by  calling  (301)  734-3277.  The 
manual  is  also  available  on  the  Internet  at 
http:  unvw.usda.gov  ocio'directives/DM' 
DM96lO-001.htm.  See  also  Appendix  F,  'Bio- 
safety In  Miorohiologlcal  and  Biomedical 
Laboratories.""  in  MOTbidity  and  Mortality 
Weekly  Report  (2008).  This  document  may  be 
obtained  by  writing  to  Select  Agent  Pro- 
trram.  Centers  for  Disease  Control  and  Pre- 
venUon,  1600  Clifton  Road.  N£.  Mail  Stop  E 
79.  Atlanta.  OA  80838.  It  la  also  available  on 
the  Internet  at  htip'J/uiww.odc.govfnmvor. 


nance,  and  repairs:  provisions  for  aeonrlng 

the  area  ifi.g.,  cai'd  access,  key  pads,  locks) 
and  protocols  for  changing  access  numbers 
or  locks  following  staff  changes;  procedures 

for  loss  or  compromise  of  keys,  passwords, 
combinations,  etc.;  procedures  for  reporting 
suspicious  persons  or  activities,  loss  or  theft 
of  listed  aueiUs  ur  toxins,  release  of  listed 
agents  or  toxins,  or  alteration  of  Inventory 
records:  provisions  for  the  control  of  access 
to  containers  where  listed  agents  and  toxins 
are  stored:  and  procedures  for  reporting  and 
removing  unauthorized  persons. 

(iv)  With  respect  to  areas  containinj<  listed 
agents  or  toxins,  an  entity  or  individual 
must  adhere  to  the  following  .security  re- 
quirements or  implement  measures  to 
achieve  an  equivalent  or  greater  level  of  se- 
curity as  the  provisions  below: 

(A)  Allow  unescorted  access  only  to  ap- 
proved individuals  who  are  performing  a  spe- 
cifically authorized  function  during  hours  re- 
quired to  perform  that  job; 

H  Allow  individuals  not  approved  under 
§l^i.li  to  conduct  routine  cleaning,  mainte- 
nance, repairs,  and  other  non-laboratory 
functions  only  when  escorted  and  contin- 
ually monitored  by  approved  individuals; 

(C)  Provide  for  the  control  of  access  to  con- 
tainers where  listed  aK^(>nts  and  toxins  are 
Stored  by  requiring  that  such  containers  be 
locked  when  not  in  the  direct  view  of  an  ap- 
proved Individual  and  by  using  other  moni- 
toring measures,  as  needed; 

(D)  Require  the  Inspectton  of  all  packages 
upon  entry  and  exit: 

(E)  Establish  a  protocol  for  intra-entity 
transfers,  including  provisions  for  ensuring 
that  the  packaging  and  movement,  is  con- 
ducted under  the  supervision  of  an  approved 
individual: 

'F)  Require  that  approved  individuals  do 
not  share  with  any  other  person  their  unique 
means  of  acceaalng  the  area  or  Hated  agents 
or  toxins;  and 

(G)  Require  that  approved  individuals  im- 
mediately report  any  of  the  following  to  the 
responsible  official: 

(7)  Any  loss  or  compromise  of  keys,  pass- 
words, combinations,  etc.; 

(2)  Any  suspicious  persons  or  activities; 

(3)  Any  loss  or  theft  of  listed  agents  or  tox- 
ins: 

{4)  Any  release  of  a  listed  agent  or  toxin; 

and 

(5)  Any  sign  that  inventory  and  use  records 
for  listed  agents  and  toxins  have  been  al- 
tered or  otherwise  compromised. 

(3)  Incident  response  procedures.^*  The  Bio- 
safety and  Security  Plan  must  also  include 
incident   response  plans  for  containment 


I'The  requirements  in  this  paragraph  do 
not  supercede  or  preempt  the  enforcement  of 
emergency  response  requirements  Imposed 
by  other  statutes  or  regulations. 
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breach,  .security  breach,  inventory  viola- 
tions, non-biological  Incidents  such  as  work- 
place violence,  and  cybersecurlty  breach. 
The  incident  response  plans  must  address 
personnel  safety  and  health,  containment, 
inventory  control,  and  notification  ot  num- 
Bgen  and  responders.  The  incident  re.'^ponse 
plans  must  also  address  such  events  as  bomb 
threats,  severe  weather  (floods,  hui'ricanes, 
tornadoes),  earthquakes,  power  outages,  and 
other  natural  disasters  or  emerg^encies. 

(b)  The  Blosafety  and  Security  Plan  must 
be  reviewed,  performance  tested,  and  up- 
dated annually.  The  plan  must  also  be  re- 
viewed and  revised,  as  necessary,  after  any 
incident. 

S  121.13  Training. 

(a)  The  responsible  official  must  provide 

appropriate  TraininK-  in  blosafety.  contain- 
ment, and  security  procedures  to  all  individ- 
nals  with  access  to  agents  and  toxins  listed 

in  §121.3. 

(b)  The  responsible  official  must  provide 
information  and  training  to  an  individual  at 
the  time  the  individual  is  assigned  to  work 
with  a  listed  agent  or  toxin.  The  responsible 
official  must  provide  re&esher  training  an- 
nually. 

flS1.14  IVaiisfer  of  biological  agents  and 
toxins. 

Biolog-ical  agents  and  toxins  listed  in  §121.3 
may  only  be  transferred  to  individuals  or  en- 
tities registered  to  possess,  use,  or  transfer 
that  particular  agent  or  toxin.  However,  the 
sender  of  an  agent  or  toxin  may  be  an  indi- 
vidual or  entity  that  has  a  certificate  of  reg- 
istration for  the  agent  or  toxin,  an  indi- 
vidual or  entity  that  is  exempt  from  the  re- 
qnirements  of  this  part,  or  an  individual  or 
entity  located  outside  of  the  United  States. 
Biological  agents  or  toxins  may  only  be 
transferred  under  the  conditions  of  this  sec- 
tion and  must  be  authorized  by  APHIS  or. 
for  overlap  agents  or  toxins,  by  APHIS  or 
CDC,  prior  to  the  transfer. 

(a)  Importation  avd  iJifcrstntc  mox^empnt.  In 
addition  to  the  permit  required  under  i>art 
122  of  this  subchapter,  biological  agents  or 
toxins  listed  in  §121.3  may  be  imported  or 
moved  interstate  only  with  the  prior  author- 
isation of  APmS  or.  for  overlap  agents  or 
toxins.  APHTR  nr  CT)C  To  obtain  such  au- 
thorization, the  sender  and  the  responsible 
official  for  the  recipient  must  complete  and 
submit  APHIS  Form  2041  to  APHIS  or  CDC. 
in  accordance  with  paragraph  (c)  of  this  sec- 
tion. 

(b)  Intrastate  movement.  Biological  agents 
or  toxins  listed  in  §121.3  may  be  moved  intra- 
state only  with  the  prior  authorisation  of 
APHIS  or.  for  overlap  ap-ents  or  toxins, 
APHIS  or  CDC.  To  obtain  such  authoriza- 
tion, the  sender  and  the  responsible  offioial 
for  the  recipient  must  complete  and  submit 


APHIS  Fotni  ■20V.  to  APHIS  or  CDC.  in  ac- 
cordance with  paragraph  (c)  of  this  section. 

(c)  APHIS  Pom  2041:  process  and  procedures. 
(1)  Prior  to  each  transfer,  the  responsible  of- 
ficial for  the  recipient  and  sender  must  com- 
plete APHIS  Form  2041,  and  the  sender  must 
submit  the  form  to  APHIS  OT,  fOT  overlap 
agents  or  toxins,  to  APHIS  or  CDC." 

(2)  APHIS  or  CDC  will  authorise  the  trans- 
fer ba.sed  on  a  finding  that  the  recipient  has 
a  certificate  of  registration  covering  the 
transfer  of  the  listed  agent  or  toxin. 

(3)  The  responsible  official  for  the  recipient 
must  notify  the  agency  authorizing  the 
transfer  (either  APHIS  or  CDC)  and  the  send- 
er upon  receipt  of  the  arent  or  toxin  by  mail- 
ing or  faxing  a  completed  APHIS  Form  2041 
to  APHIS  or  CDC  within  2  business  days. 

(4)  The  responsible  official  for  the  recipient 
must  notify  APUIS  or  CDC  immediately  if 
the  agent  or  toxin  has  not  been  received 
within  48  hours  after  the  expected  delivery 
or  if  the  package  containing  the  agent  or 
toxin  is  leaking  or  has  been  damaged. 

(d)  The  sender  must  comply  with  all  appli- 
cable laws  governing  packaging  and  ship- 
ping. 

$  121.15  Records. 

(a)  The  responsible  official  must  maintain 
complete,  up-to-date  records  of  information 
necessary  to  give  an  accounting  of  all  of  the 
activities  related  to  agents  or  toxins  listed 
in  §121.3.  Such  records  must  include  the  fol- 
lowing: 

(1)  The  Blosafety  and  Security  Plan; 

(2)  A  current  list  of  all  individuals  with  ac- 
cess to  agents  or  toxins  listed  in  §121.3; 

(3)  Training  records  for  individuals  with 
access  to  such  aprents  or  toxins: 

(4)  Accui'ate  and  current  inventory  records 
(including  source  said  characterisation  data); 

(5>  Permits  and  transfer  documents 
(APHIS  Form  2041)  issued  by  APHIS  and 
CDC: 

(6)  Security  j-ecords  (e.q..  transactions  from 
automated  access  control  systems,  testing 
and  maintenance  of  security  systems,  visitor 

loffs); 

(7;  Blosafety,  containment,  and  secmity 
incident  reports. 


>  5  APHIS  Form  2041  may  be  obtained  by 
calling  APHIS  at  (301)  734-3277  or  by  calling 
CDC  at  <10!)  198  22G5.  The  form  i.^  al.so  avail- 
able on  the  Internet  at  http:// 
xtnou).aphis.usda.govA)sMete.bta.htmi  or  http:// 
inrir.cdc.gov  nd  ahs  lrsat.htm.  APHIS  Form 
2041  may  be  mailed  to  National  Center  for 
Import  and  Expiort,  VS,  APHIS,  4700  River 
Road  Unit  40,  Riverdale,  MD  20737-1231:  or 
faxed  to  (301)  734-3652.  For  overlap  agents 
and  toxins,  it  may  be  mailed  to  the  above  sd- 
dress  or  to  Select  Apent  Pro^n-am.  Centers 
for  Disease  Control  and  Prevention,  1600  Clif- 
ton Road.  NB,  Bfall  Stop  B  79.  Atlanta.  OA 
30933:  or  fiaxed  to  (404)  496-2265. 
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(b)  The  responsible  offlolal  must  maintalii 

such  records  for  3  years. 

(c)  All  records  must  be  produced  upon  re- 
quest to  APHIS  or  CDC  Inspeotors.  and  ap- 
propriate Federal,  State,  or  local  law  en- 
forcement authorities. 

S  121.16  laspectkms. 

(a)  To  ensure  compliance  with  the  regula- 
tions, any  AFHI8  or  CDC  inspector  must  be 
allowed,  without  previous  notification,  to 
enter  and  inspect  the  entire  premises,  all 
materials  and  equipment,  and  all  records  re- 
quired to  be  maintained  by  this  part. 

(b)  Prior  tn  issuing"  a  certificate  of  reg-- 
istration  to  an  entity  or  individual,  APHIS 
or  ODC  may  Inspect  and  evaluate  the  prem- 
ises and  records  to  ensure  compliance  with 
the  regulations  and  the  biosafety,  contain- 
ment, and  security  requirements. 

$121.17    Notification  in  the  event  of  theft, 
loss,  or  rdease  of  a  Uologieal  agent  or 

toxin. 

(a)  The  responsible  official  must  orally  no- 
tl^  APHIS  and  appropriate  Federal.  State, 

or  local  law  enforcement  aKencies  imme- 
diately upon  discovery  of  the  theft  or  loss  of 
asrents  or  toxins  listed  in  §121.3.  The  oral  no- 
tification must  be  followed  by  a  written  re- 
port (APHIS  F'orm         within  7  days. 

(b;  The  responsible  official  must  orally  no- 
tlbr  AFHIS  Immediately  upon  discovery  that 

a  release  of  an  apent  or  toxin  has  occurred 
uul.'iide  of  the  biocontainment  area.  The  oral 
notification  shall  be  lollowed  by  a  written 
report  tAPHIS  Form  2013)  within  7  days. 
Upon  notification  and  a  finding  that  the  re- 
lease poses  a  threat  to  animal  or  plant 
health,  oi'  animal  or  plant  products.  APHIS 
will  notify  relevant  Federal.  State,  and  local 
authorities,  and  the  public,  if  necessary.  If 
the  release  involves  an  overlap  ao-ent  or 
toxin,  APHIS  will  also  notify  the  Secretary 
of  Health  and  Human  Services. 

(c)  The  responsible  official  must  orally  no- 
tify APHIS  of  a  theft,  loss,  or  release  of  an 
agent  or  toxin  by  calling  (866)  994-5696.  A 
copy  of  APHIS  Form  2043  may  l»e  obtained  by 
writing  to  National  Center  for  Import  and 
Export.  VS.  APmS,  4700  River  Road  Unit  40, 
Riverdale,  MD  20737  1231:  or  by  calling  (301) 
734-3277.  The  form  is  also  available  on  the 
Internet  at  http:/fyDunD.aphi8.tt8da.gov/08/ 
ncic.bto.html.  .APHIS  Form  2043  may  be 
mailed  to  the  same  address  or  faxed  to  (301> 
734-3052. 

§  121.18   Administrative  review. 

An  individual  or  entity  may  appeal  a  de- 
nial or  revocation  of  registration  under  this 
part.  An  individual  who  has  been  denied  ac- 
cess to  listed  agents  or  toxins  or  who  has 

been  granted  only  limited  access  to  listed 
agents  or  toxins  under  this  part  may  appeal 


that  deci8ion.i*  The  appeal  must  be  in  writ- 
ing and  submitted  to  the  Administrator 
within  30  days  of  the  decision.  The  appeal 
must  state  all  of  the  facts  and  reasons  upon 
which  the  individual  or  entity  dlsaerrees  with 
the  decision.  Where  the  denial  or  revocation 
of  reglBtration  or  the  denial  or  limitation  of 
an  individuaPs  access  approval  is  based  sole- 
ly upon  an  identification  by  the  Attorney 
Gtoneral.  APHIS  will  forward  the  request  for 
review  tn  the  Attorney  General.  The  Admin- 
istrator s  decision  constitutes  final  agency 
action. 

PART  122— ORGANISMS  AND 
VECTORS 

See. 

122.1  Definitions. 

122.2  Permits  required. 

122.3  Application  for  permits. 

123.4  Suspension  or  revocation  of  permits. 

Authority:  21  U.8.0.  Ill  and  151-158:  7  CFR 
2.22.  2.80,  and  371.4. 

S1S2.1  Dsflnitimia. 

The  following  words,  when  used  in 
the  re^tilations  in  this  part  122.  shall 
be  construed,  respectively,  to  mean: 

(a)  Department.  The  U.S.  Department 
of  Agriculture. 

(b)  Secretary.  "Secretary"  means  the 
Secretary  of  Agriculture  of  the  United 
States,  or  any  officer  or  employee  of 
the  Department  to  whom  authority  has 
heretofore  been  deleerated.  or  to  whom 
authority  may  hereafter  be  delegated, 
to  act  in  his  stead. 

(c)  Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  United  States  Department  of 
Agricultore,  or  any  person  authorized 
to  act  for  the  Administrator. 

(d)  Organisms.  AH  cultures  or  collec- 
tions of  organisms  or  their  derivatives, 
which  may  introduce  or  disseminate 
any  contag-ious  or  infectious  disease  of 
animals  (including  poultry). 

(e)  Vectors.  All  animals  (including 
poultry)  such  as  mice,  pigeons,  guinea 
pigs,  rats,  ferrets,  rabbits,  chickens, 
dogs,  and  the  like,  which  have  been 
treated  or  inoculated  with  organisms, 
or  which  are  diseased  or  infected  with 
any  contagious,  infectious,  or  commu- 
nicable disease  of  animals  or  poultry  or 


MAn  entity  may  not  appeal  tlie  denial  or 
limitation  of  an  individual's  aooess  to  listed 
agents  or  toxins. 
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which  liave  heen  ezpoaed  to  any  such 

disease. 

(f)  Permittee.  A  person  who  resides  in 
the  United  States  or  operates  a  busi- 
ness estahUshment  within  the  United 
States,  to  whom  a  permit  to  import  or 

transport  orgranisms  or  vectors  has 
been  issued  under  the  re^-uLatlons. 

(g)  Person.  Any  individual,  firm,  part- 
nership, corporation,  company,  society, 
association,  or  other  organised  group 
of  any  of  the  foretroinsr.  or  any  agent, 
officer,  or  employee  of  any  thereof. 

[31  FR  81.  Jan.  5.  1966.  as  amended  at  57  FR 

30899,  July  13,  1992] 

Sias.a  Pemiits required. 

No  organisms  or  vectors  shall  be  im- 
ported Into  the  United  States  or  trans- 
ported from  one  State  or  Territory  or 
the  District  of  Columbia  to  another 
State  or  Territory  or  the  District  of 
Columbia  without  a  permit  issued  by 
the  Secretary  and  in  compliance  with 
the  terms  thereof:  Provided,  That  no 
permit  shall  be  required  under  this  sec- 
tion for  importation  of  organisms  for 
which  an  import  permit  has  been 
issued  pui'suant  to  part  102  of  this  sub- 
chapter or  for  transportation  of  orga- 
nisms produced  at  establishments  li- 
censed under  part  102  of  this  sub- 
chapter. As  a  condition  of  issuance  of 
permits  under  this  section,  the  per- 
mittee shall  agree  in  writing  to  observe 
the  safeguards  prescribed  by  the  Ad- 
ministrator for  public  protection  with 
respect  to  the  particular  importation 
or  transportation. 

(Approved  by  the  Office  of  Management  and 
Budget  wader  control  number  0579-0015) 

[28  FR  7896,  kag.  2.  1963.  Redecdgmated  at  31 

FR  81.  Jan.  5.  19G6  and  amended  at  48  FR 
67478.  Dec.  30.  1983;  57  FR  30889.  July  13,  1992: 
80  FR  87134,  Dec.  29.  1994] 

§  122^  Application  for  permits. 

The  Secretary  may  Issue,  at  his  dis- 
cretion, a  permit  as  specified  in  §122.2 
when  proper  safeguards  are  set  up  as 
provided  in  §122.2  to  protect  the  public. 
Application  for  such  a  permit  shall  be 
made  in  advance  of  shipment,  and  each 
permit  shall  specify  the  name  and  ad- 
dress of  the  consignee,  the  true  name 
and  character  of  each  of  the  organisms 


or  vectors  involved,  and  the  use  to 
which  each  will  be  put. 

(^Approverl  by  rhe  Office  of  Manatrpment  and 
Budut't  under  control  number  05790015) 

[23  FR  10065,  Dec.  23,  1958.  Redesignated  at  31 
FR  81.  Jan.  5,  1906  and  amended  at  48  FR 
57473.  Dec.  30.  1983;  60  FR  67134.  Dec.  29.  1994] 

§122.4  Suspension  or  revocation  of 
permits. 

(a)  Any  permit  for  the  importation  or 
transportation  of  organisms  or  vectors 
issued  under  this  part  may  be  formally 
suspended  or  revoked  after  opportunity 
for  hearing:  has  been  accorded  the  per- 
mittee, as  provided  in  part  123  of  this 
subchapter,  if  the  Secretary  finds  that 
the  permittee  has  failed  to  observe  the 
safeij^uards  and  instructions  prescribed 
by  the  Administrator  with  respect  to 
the  particulai  importation  or  transpor- 
tation or  that  such  Importation  or 
transportation  for  any  other  reason 
mscy  result  in  the  introduction  or  dis- 
semination from  a  foreign  country  into 
the  United  States,  or  from  one  State, 
Territory  or  the  District  of  Columbia 
to  another,  of  the  contagion  of  any 
contagious,  infectious  or  commu- 
nicable disease  of  animals  (including 
poultry). 

(b)  In  cases  of  wilfulness  or  where  the 
public  health,  interest  or  safety  so  re- 
quires, however,  the  Secretary  may 
without  hearing  informally  suspend 
such  a  permit  upon  the  grounds  set 
forth  in  paragraph  (a)  of  this  section, 
pending  determination  of  formal  pro- 
ceeding's under  part  123  of  this  sub- 
chapter for  suspension  or  revocation  of 
the  permit. 

[23  FR  10065.  Dec.  23,  1958.  Redesignated  at  31 
FR  81.  Jan.  5.  1966,  and  amended  at  57  FR 
30899.  July  13. 1992] 

PART  123— RULES  OF  PRACTICE 
GOVERNING  PROCEEDINGS 
UNDER  THE  VIRUS-SERUM-TOXIN 
ACT 


A!  THf^nrrv:  21  U  S.C.  Ill  and  161-158;  7  CFR 

2:2?  2  BO.  and  371.4. 

1^  123.1   Scope  and  applicability  of  rules 

of  practice. 

The  Uniform  Rules  of  Practice  for 
the  Department  of  Agriculture  promul- 
gated in  subpart  H  of  part  1,  subtitle  A. 
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title  7,  Ck>d6  of  Federal  Reflralations, 

are  the  Rules  of  Practice  applicable  to 
adjudicatory.  administrative  pro- 
ceedings under  the  Virus-Serum-Toxin 
Act. 

[42  FR 109S0.  Feb.  25. 1977] 

PART  124— PATENT  TERM 
RESTORATION 

aUUpCil  A'^^pvlWrai  rffOVMOns 

Bee. 

124.1  Scope. 

124.2  Definitions. 

124.10  APHIS  liaison  with  pro. 

Subpart  C— Regulatory  Review  Period 

124.20  Patent  term  extension  calculation. 

124.21  Reffulatory  review  period  determina- 
tion. 

124.22  Revision  of  refirulatory  review  period 
determination. 

124.23  Final  action  on  regulatory  review  pe- 
riod determination. 

Subpart  l>— Dim  CNIgMio*  PMom 

124.ao  Fllinff*  format,  and  content  of  peti- 
tions. 

124.31  Applicant  response  to  petition. 

124.32  APHIS  action  on  petition. 

124.33  Standard  of  due  diligence. 

Subport  E  Dim  DMomic#  ItoorihQ 

124.40  Request  for  hearing. 

124.41  Notiop  of  hearinp. 

124.42  Hearing  procedure. 

124.43  Administrative  decision. 

AUTHORmr:  36  U.S.C.  156:  7  CFR  2.22.  2.80. 

and  371.4. 

source:  58  FR  11369,  Feb.  25.  1993.  unless 
otherwise  noted. 

Subpart  A— Geneial  Provisions 

§184.1  Scope. 

(a)  This  petrta  sets  forth  procedures 

and  requirements  for  APHIS  review  of 
applications  for  the  extension  of  the 
term  of  certain  patents  for  veterinary 
biolo^cal  products  pursuant  to  35 
U.S.C.  156— Extension  of  patent  term. 
Responsibilities  of  APHIS  include: 

(1)  Assisting  PTO  in  determining  eli- 
gibility for  patent  term  restoration: 

(2)  Determining  the  length  of  a  jhxkL- 
uct*8  r^rnlatory  review  period; 


(8)  If  petitioned,  reviewing  and  ruling 

on  due  diligence  challenges  to  APHIS'S 
regulatory  review  period  determina- 
tions; and 

(4)  Conducting  hearings  to  review  ini- 
tial APHIS  findings  on  due  diUgence 
challenges. 

(b)  The  regulations  in  tins  part  are 
designed  to  be  used  in  conjunction  with 
repriilations  issued  by  PTO  concerning 
patent  term  exten.sion  which  may  be 
found  at  37  CFR  1.710  throutrh  1.791. 

[58  FR  11369.  Feb.  25.  1993.  as  amended  at  64 
FR  48046.  Aug.  9. 1960) 

§  124.2  Definitions. 

Animal  and  Plant  Health,  Inspection 
Service  (APHIS).  The  agency  in  the  De- 
partment of  Agriculture  responsible  for 
licen.sinLT  veterinary  biological  prod- 
ucts under  the  Virus-Serum-Toxin  Act. 

Applicant.  Any  person  who  submits 
an  application  or  an  amendment  or 
supplement  to  an  application  under  35 
U.S.C.  156  seeking  extension  of  the 
term  of  a  patent. 

Due  diligence  petition.  A  petition  sub- 
mitted under  §  124.30  of  this  part. 

Informal  hearing.  A  hearing  which  is 
not  subject  to  the  provisions  of  5  U.S.C. 
554.  556.  and  557  and  which  is  conducted 
as  provided  in  21  U.S.C.  321(y). 

lAcense  applicant.  Any  person  who,  in 
accordance  with  part  102  of  this  chap- 
ter, submits  an  application  to  the  Ani- 
mal and  Plant  Health  Inspection  Serv- 
ice of  the  U.S.  Department  of  Agri- 
culture for  a  U.S.  Veterinary  Biologi- 
cal Product  License. 

Patent.  A  patent  issued  by  the  Patent 
and  Trademark  Office  of  the  United 
States  Department  of  Commerce. 

Person.  Any  individual,  firm,  partner- 
ship, corporation,  company,  associa- 
tion, educational  institution.  State  or 
local  government  agency,  or  other  or- 
ganized group  of  any  of  the  foregoing, 
or  any  agent,  officer,  or  employee  of 
any  thereof. 

PTO.  The  Patent  and  Trademark  Of- 
fice of  the  United  States  Department  of 
Commerce. 

Subpart  B-EUgibiUty  Assistant 

§124.10  APHIS  Uaison  with  PTO. 

Upon  receipt  of  a  copy  of  an  applica- 
tion  for  extension  of  the  term  of  a  vet- 
erinary biologic  patent  ftom  PTO, 
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APHIS  will  assist  PTO  in  determining 
whether  a  patent  related  to  a  biologi- 
cal pirodact  l8  eligible  for  patent  tenn 
eztenBiozi  by: 

(a)  (1)  Verifying  whether  the  product 
was  subject  to  a  regulatory  review  pe- 
riod before  its  commercial  marketing 
or  use; 

(2)  Determining:  whether  the  permis- 
sion for  commercial  marketing:  or  use 
of  the  product  after  the  regulatory  re- 
view period  was  the  first  permitted 
commercial  marketing  or  aae  of  the 
product  under  the  provision  of  law 
under  which  such  regulatory  review  pe- 
riod occurred,  and,  if  bo,  whether  it  was 
the  ftmt  permitted  commercial  mar- 
keting or  use  of  the  veterinary  biologi- 
cal product  for  administration  to  a 
food-producing  animal; 

(8)  Ascertaining  whether  the  patent 
term  restoration  application  was  sub- 
mitted within  60  days  after  the  product 
was  approved  for  marketing  or  use;  and 

(4)  ProYiding  snch  other  Information 
as  may  he  necessary  and  relevant  to 
PTO's  determination  of  whether  a  pat- 
ent related  to  a  product  is  eligible  for 
patent  term  restoration. 

(b)  APHIS  will  notify  PTO  of  its  find- 
ings in  writing,  send  a  copy  of  this  no- 
tification to  the  applicant,  and  make  a 
copy  ayailable  for  public  inspection  in 
room  1141,  South  Building.  14th  Street 
and  Independence  Avenue  SW.,  Wash- 
ington, DC,  between  8  a.m.  and  4:30 
p.m.,  Monday  through  Friday,  except 
holidays. 

Subpart  C— Regulatory  Review 


§  124.20  I^itent  term  ertenrion  calcula- 
tion. 

(a)  As  provided  in  37  CFR  1.779  of 
PTO's  regulations,  in  order  to  deter- 
mine a  produOt*B  regulatory  review  pe- 
riod, APHIS  will  review  the  informa- 
tion in  each  application  to  determine 
the  lengths  of  the  following  phases  of 
the  review  period,  and  will  then  find 
their  sum: 

(1)  The  number  of  days  in  the  period 
bet? inning  on  the  date  authorization  to 
pi  L  pare  an  experimental  biological 
product  nnder  the  Virus-Serum-Toxin 
Act  became  effective  and  endinir  on  the 
date  an  application  for  a  license  was 


initially  submitted  under  the  Virus- 
Serum-Toxin  Act;  and 

(2)  The  number  of  days  in  the  period 
beginniner  on  the  date  an  application 

for  a  license  was  initially  submitted 
for  approval  under  the  Virus-Serum- 
Toxin  Act  and  ending  on  the  date  such 
license  was  iasned. 

(b)  A  license  application  is  "initially 
submitted"  on  the  date  it  contains  suf- 
ficient information  to  allow  APHIS  to 
commence  review  of  the  application.  A 
product  license  is  issued  on  the  date  of 
the  APHIS  letter  informing  the  appli- 
cant of  the  issuance.  The  issuance  of  a 
license  releases  the  product  for  com- 
mercial marketing  or  nse. 

§124.21   Regrulatory  review  period  de- 
termination. 

(a)  Not  later  than  30  days  after  the 
receipt  of  an  application  from  PTO, 
APHIS  shall  determine  the  regulatory 
review  period.  Once  the  regulatory  re- 
view period  for  a  product  has  been  de- 
termined, APHIS  will  notify  PTO  in 
writing  of  the  determination,  send  a 
copy  of  the  determination  to  the  appli- 
cant, and  make  a  copy  available  for 
public  inspection  in  room  1141,  South 
Building,  14th  Street  and  Independence 
Avenue  SW.,  Washington,  DC,  between 
8  a.m.  and  4:30  p.m..  Monday  through 
Friday,  except  holidays. 

Cb)  APHIS  will  also  publish  a  notice 
of  the  regulatory  review  period  deter- 
mination  in  the  Federal  Register. 
The  notice  will  include  the  following: 

(1)  The  name  of  the  applicant; 

(2)  The  trade  name  and  true  name  of 
the  product: 

(3)  The  number  of  the  patent  for 
which  an  extension  of  the  term  is 
sought; 

(4)  The  approved  indications  or  uses 
for  the  product; 

(5)  The  regulatory  review  period  de- 
termination, including  a  statement  of 
the  length  of  each  phase  of  the  review 
period  and  the  dates  used  in  calcu- 
lating each  phase. 

Sli4Jt  Revisiofi  of  regulatory  review 
pwriod  determination. 

(a)  Any  interested  person  may  re- 
quest a  revision  of  the  regulatory  re- 
view period  determination  within  the 
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30  day  period  beginning  on  its  pnbUca- 
tion  in  the  Federal  Rboistbr.  The  re- 
quest must  bo  sent  to  the  Director, 
Center  for  Veterinary  Biologies,  Li- 
censing and  Policy  Development,  510 
South  17th  Street,  Siaite  104,  Ames,  lA 
50010—8197.  The  request  must  speoiiy 
the  following: 

(1)  The  identity  of  the  product; 

(2)  The  identity  of  the  applicant  for 
patent  term  restoration; 

(8)  The  docket  number  of  the  Fed- 
eral Register  notice  announcdng  the 
regulatory  review  period  determina- 
tion; and 

(4)  The  basis  for  the  request  for  revi> 
sion.  Including  any  documentary  evi- 
dence. 

(b)  If  APHIS  decides  to  revise  its 
prior  determination,  APHIS  will  notify 
pro  of  the  decision,  and  will  send  a 
copy  of  notification  to  the  applicant 
and  the  person  requestlngr  the  revision 
(if  different  from  the  applicant)  with  a 
request  for  comments  within  10  days  of 
notification.  If  no  comment  on  the  pro- 
posed revision  is  received,  APHIS  will 
publish  the  revision  in  the  FEDERAL 
Register,  and  include  a  statement  giv- 
ing the  reasons  for  the  revision.  If  com- 
ment is  received,  APHIS  will  make  a 
final  determination  regarding  the  revi- 
sion based  on  such  comment  and  will 
then  publish  the  revision  in  the  FED- 
ERAL Register,  giving  reasons  for  its 
determination. 

[89  FR  1186B,  Feb.  25,  IMS,  as  amended  at  SO 
PR  67617.  Dec.  30,  1904;  M  FR  48045,  Aug.  9. 

1999] 

1124.23    Final  action  on  re^^ilatosy  fie- 
view  period  determination. 

APHIS  will  consider  its  regrulatory 
review  period  determination  to  be  final 
upon  expiration  of  the  180-day  period 
for  filing  a  due  diligence  petition  under 
§124.30  unless  it  receives: 

(a)  New  information  from  PTO 
records,  or  APHIS  records,  that  affects 
the  regulatory  review  period  deter- 
mination; 

(b)  A  request  under  §124.22  for  revi- 
sion of  the  regulatory  review  period  de- 
termination; 

(c)  A  due  diligence  petition  filed 
under  §124.30;  or 


(d)  A  request  for  a  hearing  filed  under 
1124.40. 

V»  FR  liaOB.  Feb.  25,  1983;  68  FR  28028,  MSy 
18.1988] 


Subpart  D— Due  Diligence 
Petitions 

§  124.30  Filings  fomuU,  and  content  of 

petitions. 

(a)  Any  interested  person  may  file  a 
petition  with  AFHIB,  no  later  than  180 
days  after  the  publication  of  a  regu- 
latory review  period  determination 
under  §124.21,  alleging  that  a  license 
applicant  did  not  act  with  due  dili- 
gence in  seeking  APHIS  approval  of  the 
product  during  the  regulatory  review 
period. 

(b)  The  petition  must  be  filed  with 

APHIS  under  the  docket  number  of  the 
Federal  Register  notice  of  the  agen- 
cy's regulatory  review  period  deter- 
mination. The  petition  must  oontain 
any  additional  Information  required  by 
this  subpart  . 

(c)  The  petition  must  allege  that  the 
applicant  failed  to  act  with  due  dili- 
gence sometime  during  the  regulatory 
review  period  and  must  set  forth  suffi- 
cient facts  to  merit  an  investigation  by 
APHIS  of  whether  the  applicant  acted 
with  due  diligence. 

(d)  The  petition  must  contain  a  cer- 
tification that  the  petitioner  has 
served  a  true  and  complete  copy  of  the 
petition  on  interested  parties  hy  cer^ 
tified  or  registered  mail  (return  receipt 
requested)  or  by  personal  delivery. 

81M1  AppUfGMitMpoiisetopotitiMk 

(a)  The  applicant  may  file  with 
APHIS  a  written  losponse  to  the  peti- 
tion no  later  than  20  days  after  the  ap- 
plicant's receipt  of  a  copy  of  the  peti- 
tion. 

(b)  The  applicant's  response  may 
present  additional  facts  and  cir- 
cumstances to  address  the  araertions  in 
the  petition,  but  shall  be  limited  to  the 
issue  of  whether  the  applicant  acted 
with  due  diligence  during  the  regu- 
latory review  period.  The  appUcant's 
response  may  include  documents  that 
were  not  in  the  original  patent  term 
extension  application. 

(c)  If  the  applicant  does  not  respond 
to  the  petition,  APHIS  will  decide  the 
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matter  on  the  basis  of  the  information 
submitted  In  the  patent  term  restora- 
tion apiflioation.  the  dne  diligence  peti- 
tion, and  APHIS  records. 

§  124^2  APHIS  action  on  petition. 

(a)  Within  90  days  after  APHIS  re- 
ceives a  petition  filed  under  {124.30,  the 

Under  Secretary  for  Marketing-  and 
Regulatory  Protrrams  shall  make  a  de- 
termination under  paragraphs  (b)  or  (c) 
of  this  section  or  under  $134.83  whether 
the  applicant  acted  with  due  diligence 
during-  the  regulatory  review  period. 
APHIS  will  publish  its  determination 
in  the  Federal  Rboister  together  with 
factual  and  legal  basis  for  the  deter- 
mination, notify  PTO  of  the  determina- 
tion in  writing,  and  send  copies  of  the 
determination  to  FTO,  the  applicant, 
and  the  petitioner. 

(b)  APHIS  may  deny  a  due  diligence 
petition  without  considering  the  mer- 
its of  the  petition  if: 

<1)  The  petition  is  not  filed  in  accord- 
ance with  §  124.30: 

(2^  The  petition  does  not  contain  in- 
formation or  allegations  upon  which 
APHIS  may  reasonably  determine  that 
the  applicant  did  nc^l  t  with  due  dili- 
gence during^  the  applicable  regulatory 
review  period;  or 

(8)  The  petition  fails  to  allege  a  suffi- 
cient total  amount  of  time  during 
which  the  applicant  did  not  exercise 
due  diligence  so  that,  even  if  the  peti- 
tion were  granted,  the  petition  would 
not  affect  the  maximum  patent  term 
extension  w^hich  the  applicant  is  enti- 
tled to  under  35  U.S.C.  156. 

(69  FR  11368,  Feb.  25,  1993.  as  amended  at  64 
PR  43045.  Aug.  9,  1999] 

6 124.33   Standard  of  due  diligence. 

(a)  In  determining  the  due  diligence 
of  an  applicant,  APHIS  will  examine 
the  facts  and  circumstances  of  the  ap- 
plicant's  actions  during  tho  regulatory 
review  period  to  (leterniiiu*  whether  the 
applicant  exhibited  the  degree  of  atten- 
tion, continuous  directed  effort,  and 
timeliness  as  may  reasonably  be  ex- 
pected from,  and  are  ordinarily  exer- 
cised by,  a  person  duiing  a  regulatory 
review  period.  APHIS  will  take  into 
consideration  all  relevant  factors,  such 
as  the  amount  of  time  between  the  ap- 
proval of  an  experimental  use  permit 


an<i  licensure  of  the  veterinary  biologi- 
cal product. 

(b)  For  purposes  of  this  Part,  the  ac- 
tions of  the  marketing  applicant  shall 
be  imputed  to  the  applicant  for  patent 
term  restoration.  The  actions  of  an 
agent,  attorney,  contractor,  employee, 
licensee,  or  predecessor  in  Interest  of 
the  marketing  applicant  shall  be  im- 
puted to  the  applicant  for  patent  term 
restoration. 

Subpart  E— Due  DHIgence  Hearing 

§  124.40   Request  for  hearing. 

(a)  Any  interested  person  may  re- 
quest, within  60  days  beginning  on  the 
date  of  publication  of  a  due  diligence 
determination  hy  APHIS  in  accordance 
with  §124.32.  that  APHIS  conduct  an  in- 
formal hearing  on  the  due  diligence  de- 
termination. 

(b)  The  request  for  a  hearing  must: 
d)  Be  in  writing; 

(2)  Contain  the  docket  number  of  the 
FEDliKAL  REGlSTiUi  notice  of  APHIS  s 
regulatory  review  period  determina- 
tion; 

(3)  Be  delivered  to  the  Director.  Cen- 
ter for  Veterinary  Biologies,  Licensing 
and  Policy  Development,  510  South 
17th  Street,  Suite  104,  Ames,  lA  60010— 
8197. 

(4)  Contain  a  full  statement  of  facts 
upon  which  the  request  for  hearing  is 
based; 

(5)  Contain  the  name,  the  address, 

and  the  principal  place  of  business  of 
the  person  requesting  the  hearing:  and 

(6)  Contain  a  certification  that  the 
person  requesting  the  hearing  has 
served  a  true  and  complete  copy  of  the 
request  upon  the  petitioner  of  the  due 
diligence  determination  and  the  appli- 
cant for  patent  term  extension  by  cer- 
tified  or  registered  mail  (return  receipt 
requested)  or  by  personal  service. 

(c)  The  request  must  state  whether 
the  requesting  party  seeks  a  hearing 

not  later  than  30  days  after  the  date 
APHIS  receives  the  request,  or,  at  the 
request  of  the  person  making  the  re- 
quest, not  later  than  60  days  after  such 
date. 

[58  FR  11369,  Feb.  25,  1993,  as  amended  at  59 
FR  67617.  Dec.  30,  1994;  64  FR  43046.  Aug.  9. 
1999J 
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§  124.41   Notice  of  hearing. 

No  later  tlian  ten  days  before  tlie 
hearioir.  APHIS  will  notify  the  request- 
ing- party,  the  applicant,  the  petitioner, 
and  any  other  interested  person  of  the 
date.  time,  and  location  of  the  hearing. 

5 124.42   Hearing  procedure. 

(a)  The  presiding  officer  shall  be  ap- 
pointed by  the  Administrator  of  APHIS 
firom  oflloeni  and  employees  of  tbe  De- 
partment who  have  not  participated  in 
any  action  of  the  Secretary  which  is 
the  subject  of  the  hearing  and  who  are 
not  directly  responsible  to  an  ofUcer  or 
employee  of  the  Department  who  has 
participated  in  any  such  action. 

(b)  Each  party  to  the  hearing  shall 
have  the  right  at  all  times  to  he  ad- 
vised and  accompanied  by  an  attorney. 

(c)  Before  the  hearing,  each  party  to 
the  hearing  shall  be  given  reasonable 
notice  of  the  matters  to  be  considered 
at  the  hearing,  includintr  a  comprehen- 
sive statement  of  the  basis  for  the  ac- 
tion taken  or  proposed  by  the  Sec- 
retary whlbh  Is  the  subject  of  the  hear- 
ing and  any  general  summary  of  the  in- 
formation which  will  be  presented  at 
the  hearing  in  support  of  such  action. 

(d)  At  the  hearlngr  the  parties  to  the 
hearing  shall  have  the  right  to  hear  a 
full  and  complete  statement  of  the  ac- 
tion which  is  the  subject  of  the  hearing 
together  with  the  information  and  rea- 
sons supporting  such  action,  to  con- 
duct reasonable  questioning,  and  to 
present  any  oral  and  written  informa- 
tion relevant  to  sach  action. 

(e)  The  preeidinflr  officer  In  such  hear- 
ing shall  prepare  a  written  report  of 
the  hearing  to  iK^ch  shall  be  attached 


aU  written  material  presented  at  the 

hearing.  The  participants  In  the  hear- 
ing shall  be  given  the  opportunity  to 
review  and  correct  or  supplement  the 
presiding  ofCicer*s  report  of  the  hear- 
ing. 

(f)  The  Secretary  may  require  the 
hearing  to  be  transcribed.  A  party  to 
the  hearing  shall  have  the  right  to 
have  the  hearing  transcribed  at  his  ex- 
pense. Any  transcription  of  a  hearing 
shall  be  included  in  the  presiding  offi- 
cer's report  of  the  hearing. 

(g)  The  due  diligence  hearing  will  be 
conducted  in  accordance  with  rules  of 
practice  adopted  for  the  proceeding. 
APHIS  will  provide  the  requesting 
party,  the  applicant,  and  the  petitioner 
with  an  opportunity  to  participate  as  a 
party  in  the  hearing.  The  standard  of 
due  diligence  set  forth  in  §124.33  will 
apply  at  the  hearing.  The  party  re- 
questing the  due  diligence  hearing  will 
have  the  burden  of  proof  at  the  hear- 
ing. 

i  124.43   Administrative  decision. 

Within  30  days  after  completion  of 
the  due  diligence  hearing,  the  Under 
Secretary  for  Marketing  and  Regu- 
latory Programs,  taking  into  consider- 
ation the  recommendation  of  the  Ad- 
ministrator, will  affirm  or  revise  the 
determination  made  under  1194.82. 
APHIS  will  publish  the  due  diligence 
redetermination  in  the  Federal  Reg- 
ister, notify  PTO  of  the  redetermina- 
tion, and  send  copies  of  the  notice  to 
PTO  an  ]  he  requesting  party,  the  ap- 
plicant, and  the  petitioner. 

[59  FR  11369,  Feb.  25.  1988,  as  amended  at  M 
FR  43045.  Auk.  9.  1999] 
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PART  130-USER  FEES 

Sec. 

190.1  Definitions. 

180.2  User  fees  for  Individual  animals  and 

certain  birds  quarantined  in  APHIS- 
owned  or  -operated  animal  quarantine  £a- 
dlitles.  Including  AFHI8  Animal  Import 

Centers. 

130.3  User  fees  for  exclusive  use  of  space  at 
APHIS  Animal  Import  Centers. 

130.4  User  fees  for  prooMSliig  import  peitnit 
applications. 

130.5  User  fees  for  servloeB  at  privately 
owned  permanent  and  temporary  import 
quarantine  facilities. 

130.6  User  foes  for  Inspection  of  live  animals 
at  land  border  ports  al<nig  the  United 
States-Mexico  border. 

130.7  User  foes  for  import  or  entry  services 
for  live  animals  at  land  border  ports 
along  the  United  States-Canada  border. 

130.8  User  foes  for  other  services. 

130.9  [Reserved] 

130.10  User  fees  for  pet  birds. 

180.11  User  foes  for  inspecting  and  approv- 
ing: import/export  facilities  and  estab- 
lishments. 

130.13-130.13  [Reserved] 

130.14  User  fees  for  FADDL  veterlnaiy 
diagnostics. 

130.15  User  foes  for  veterinary  diagnostic 
isolation  and  identification  tests  per- 
formed at  NVSL  (excluding  FADDL)  or 
Other  authorised  site. 

130.16  User  fees  for  veterinary  diagnostic  se- 
rology tests  performed  at  NVSL  (exclud- 
ing FADDL)  or  at  authorised  sitee. 

130.17  User  fees  for  other  veterinary  diag- 
nostic laboratory  tests  performed  at 
NVBL  (excluding  FADDL)  or  at  author- 
ized sites. 

130.18  User  fees  for  veterinary  diagnostic  re- 
agents produced  at  NVSL  or  other  au- 
thorized site  (excluding  FADDL). 

130.19  User  fees  for  other  veterinary  diag- 
nostic services  or  materials  provided  at 
NVSL  (excluding  FADDL). 

130.20  User  fees  for  endorsing  export  certifi- 
cates. 

130.21  [Reserved] 

130J22  User  fees  for  inspection  services  out- 
side the  United  States. 
130.23-130.48  rReserved] 
130.30  Hourly  rate  and  minimum  user  fees. 
180.40  Bzemptionfl. 

130.50  Payment  of  user  fees. 

130.51  Penalties  for  nonpayment  or  late 
payment. 

AUTBORITT:  5  U.S.C.  5643: 7  U.S.C.  1828.  8808. 

8304,  8306-8308.  8310.  8311.  8313,  8315.  and  8316: 
21  U.S.C.  136  and  136a;  31  U.S.C.  3701.  3716. 


3717,  3719.  and  87aOA;  7  OFR  2.22,  2.80,  and 
871.4. 

Source:  57  FR  771,  Jan.  9,  1962,  nnlees  oth- 
erwise noted. 

§1M.1  DfiBiiittoM. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meaning  set  forth 
in  this  section. 

AdnUnistrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service,  or  any  person  authorized 
to  act  for  the  Administrator. 

Antmdl,  All  anlmala  except  hirds,  but 
Including  poultry. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Inspection  Service  of  the  United 
states  Department  of  Agrioolture. 

Animal  Import  Center.  Quarantine  fa- 
cilities operated  by  APHIS  in  New- 
bnrgh.  New  York,  and  Miami,  Florida.^ 

APHIS  representative.  An  individual, 
including,  but  not  limited  to,  an  ani- 
mal health  technician  or  veterinarian, 
authorized  by  the  Administrator  to 
perform  the  services  for  which  the  user 
fees  in  this  part  are  charged. 

Approved  establishment.  An  establish- 
ment approved  by  the  Animal  and 
Plant  Health  Inspection  Service  for  the 
receipt  and  handling  of  restricted  Im- 
port animal  products  or  byproducts 
under  9  CFR  chapter  I,  subchapter  D. 

Biosecurity  level  three  laboratory.  A 
laboratory  or  production  facility  that 
works  with  foreign  or  domestic  animal 
disease  agents,  organisms,  or  vectors 
that  spread  W  aerosol  route  and  that 
have  serious  or  lethal  effects,  therefore 
requiring  special  biocontainment 
measures. 

Bird.  Any  member  of  the  class  aves, 
other  than  poultry. 

Breeding  animal.  Any  animal  im- 
ported into  the  United  States  for 
breeding  purposes. 

Diagnostic  reagent.  Substances  used  in 
diagnostic    tests    to    detect  disease 


^The  addreeeee  of  Animal  Import  Centers 

may  be  obtained  from  the  Animal  and  Plant 
Health  Inspection  Service,  Veterinary  Serv- 
loee.  National  Center  for  Import-Bxport,  4700 
River  Road.  Unit  38.  Blverdale,  Maryland 

20737-1281. 
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agents  or  antibodies  by  causing  an 
identtllable  reaction. 

Dnmcatic  animal.  Any  animal  im- 
ported into  the  United  States  for  any 
purpose  other  than  exhibition  in  a  zoo, 
park  or  other  place  maintained  for  the 

exhibition  of  live  animals  for  rec- 
reational or  educational  purposes. 

Equine.  Any  horse,  ass,  mule,  or 
zebra. 

Export  health  cprtificate.  An  official 
document  that,  as  required  by  the  im- 
porting country,  is  endorsed  by  an 
APHIS  repreeentative  and  statee  tbat 
animals,  animal  products,  oiiranisms, 
vectors,  or  birds  to  be  exported  from 
the  United  States  were  found  to  be 
healthy  and  free  from  eyldence  of  oom- 
municable  diseases  and  pests. 

Feeder  animal.  Any  animal  imported 
into  the  United  States  under  9  CFii 
part  83  for  feeding. 

Game  cock.  Any  chicken  bred, 
trained,  or  imported  for  cock  fighting. 

Germ  plaam.  Semen,  embryos,  or  ova. 

Grade  animal.  Any  unregistered  ani- 
mal. 

In-bond  animal.  Any  animal  imported 
into  the  United  States  under  a  United 
States  Ottstoms  Servloe  bond,  as  de- 
scribed in  19  CFR  part  113. 

Load.  Those  animals,  birds,  or  animal 
germ  plasm,  presented  for  importation 
into  the  United  States  in  a  single  shlp- 
ment,  that  originate  from  one  address, 
are  destined  for  one  address,  and  re- 
quire one  entry  permit  or  authoriza- 
tion. 

Miniature  horse.  Any  horse  which  at 
maturity  measures  34  inches  high  or 
less  from  the  ground  to  the  base  of  the 
last  hair  of  the  mane  at  the  withers. 

National  Veterinary  .Services  Labora- 
tories (NVSL).  The  National  Veterinary 
Services  Laboratories  of  the  Animal 
and  Plant  Health  Inspection  Service, 
located  in  Ames.  Iowa. 

National  Veterinary  Services  Labora- 
tories, Foreign  Animal  Disease  Diagnostic 
Laboratory  (FADDL).  The  National  Vet- 
erinary  Services  Laboratories,  Foreign 
Animal  Disease  Diasrnostic  Laboratory, 
located  in  GreenporL,  New  Yorlt. 

Nonstandard  care  and  handUng.  Non- 
standard care  and  handling'  includes 
hand-feeding,  more  than  one  feeding 
per  day.  frequent  observation,  and  any 
handling  or  observation  that  requires 
personnel  to  attend  to  the  birds  or 


poultry  outside  of  normal  business 
hours.2 

Nonstandard  housitip.  Nonstandard 
housing  is  individual  housing  not  nor- 
mally available  at  an  APHIS  animal 
import  center,  any  housing  constructed 
or  purchased  at  the  request  of  the  im- 
porter, any  housing  with  blinds,  dense 
foliage,  or  plants,  and  any  housing 
where  the  temperature  can  be  adjusted. 

Person.  An  individual,  corporation, 
partnership,  trust,  association,  or  any 
other  public  or  private  entity,  or  any 
officer,  employee,  or  agent  thereof. 

Pet  birds.  Birds,  except  hatching  eggs 
and  ratites.  that  are  imported  or  ex- 
ported for  the  personal  pleasure  of 
their  individual  owners  and  are  not  in- 
tended for  resale. 

Pet  food  blending  facility.  A  facility 
that  blends  animal  or  plant  protein 
meal  for  use  in  pet  food. 

Pet  food  digest  facility.  A  facility  that 
produces  enzymatic  protein  meals  in 
powdered  or  liquid  form  for  use  as  pet 
food  flavor  enhancers. 

Pet  food  manufacturing  facility.  A  fa- 
cility that  produces,  processes,  or 
packages  pet  food  for  sale  in  the  United 
States  or  for  export  to  another  coun- 
try. 

Pet  food  rendering  facility.  A  facility 
that  processes  slaughter  byproducts, 

animals  unfit  for  human  consumption, 
and  meat  scraps  by  coolting  them  down 
into  protein  meal  for  use  as  ingredients 
in  pet  food. 

Pet  food  spraying  and  drying  facility.  A 
facility  that  produces  powdered  blood 
meal  for  use  as  a  flavor  enhancer  in  pet 
food. 

Poultry.  Chickens,  doves,  ducks, 
geese,  grouse,  guinea  fowl,  partridges, 
pea  fowl,  pheasants,  pigeons,  quail. 

swans,  and  turkeys. 

Privately  operated  permanent  import- 
quarantine  facility.  Any  permanent  fa- 
cility approved  under  9  CFR  part  83  to 
quarantine  animals  or  birds,  except  fifc- 
cilities  operated  by  APHIS. 

Registered  animal.  Any  animal  re- 
corded in  the  book  of  record  of  an  ani- 
mal registry  association  which  issues 
certificates  concerning  the  pedigree  of 
animals. 


^Normal  businpss  hours  at  the  APHIS  Ani- 
mal Import  Centers  are;  7  a.in.  to  3:30  pan., 
Bflami,  PL;  and  8  ajn.  to  4:90  p.m..  New- 
burgh,  NY. 
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Slaughter  animal.  Any  animal  movlxiflr 

directly  to  slaughter. 

Standard  feed.  Seed,  or  dry  feeds  such 
as  dog  food  or  monkey  biscuits,  wheth- 
er soaked  in  water  or  not. 

State  animal  health  official.  The  state 
official  responsible  for  livestock  and 
poultry  disease  control  and  eradication 
programs. 

Test.  A  single  analysis  performed  on  a 
single  specimen  from  an  animal,  ani- 
mal product,  commercial  product,  or 
animal  feed. 

United  States.  The  several  States  of 
the  United  States,  the  District  of  Co- 
lumbia. Guam,  the  Commonwealth  of 
the  Northern  Mariana  Islands,  the 
Ck>mmonwealth  of  Puerto  Rico»  the 
Virgin  Islands  of  the  United  States, 
and  all  other  territories  and  posses- 
sions of  the  United  States. 

Zoo  animal.  Any  animal,  including 
poultry,  intended  for  esdiibitlon  in  a 
zoo.  park  or  other  place  maintained  for 
the  exhibition  of  live  animals  for  rec- 
reational or  educational  purposes.^ 

Zoo  Mrd.  Any  bird  intended  for  exhi- 
bition in  a  zoo.  park  or  other  place 
maintained  for  the  exhibition  of  live 
animals  or  birds  for  recreational  or 
educational  purposes. 


Zoo  equine.  Any  equine  intended  for 

exhibition  in  a  zoo,  park  or  other  place 
maintained  for  the  exhibition  of  live 
animals  for  recreational  or  educational 
purposes. 

[57  FR  771.  Jan.  9. 1902,  as  amended  at  58  FR 

38957,  July  21.  1993:  58  FR  6765-4.  Doc.  22.  1993; 
59  FR  67617,  Dec.  30,  1994;  61  FK  20432,  May  7, 
1996:  92  FR  56026,  Oct.  29,  1997;  6S  PR  53788, 
Oct.  7.  1998  :  63  FR  64175.  Nov.  19.  1998:  61  FR 
67698.  Dec.  3,  1999;  65  FR  38178,  38180,  June  20. 
20001 

§130.2  User  fees  for  individual  ani- 
mals and  certain  birds  quarantined 
in  APHIS-owned  or  -operated  ani- 
mal  quarantine  Dacilitieei  including 
APHIB  Aniiiial  Import  Cenftera. 

(a)  Standard  requirements.  User  fees 
for  each  animal  or  bird  receiving 

standard  housing,  care.  feed,  and  han- 
dling while  quarantined  in  an  APHIS 
owned  or  operated  animal  import  cen- 
ter or  quarantine  facility  are  listed  in 

the  following  table.  Each  user  fee  list- 
ed in  the  table  is  assessed  per  animal 
or  bird  quarantined  by  APHIS.  The  per- 
son for  whom  the  service  is  provided 
and  the  person  requesting  the  service 
are  jointly  and  severally  liable  for  pay- 
ment of  these  user  fees  in  accordance 
with  M  130.50  and  130.51. 


Animal  or  Mrd 


Daly  user  fee 


Oct  1.2000- 
8af]130,2001 

Oct.  1.2001- 
8apL30,2002 

Oct.  1.  2002- 
Sepl  30.  2003 

Beginning 
Oct  1.2003 

$1.50 

$1.50 

$1.50 

$1.75 

5.25 

5.25 

5.50 

5.75 

12.00 

13.00 

13.00 

13.00 

9S.0O 

97.00 

100X» 

102.00 

2S.00 

26.00 

26.00 

27.00 

251.00 

257.00 

264  00 

270.00 

182.00 

186.00 

191.00 

195.00 

154.00 

158.00 

162.00 

166X10 

57.00 

56  00 

«li» 

3.25 

3.25 

3.25 

aso 

MO 

6.00 

0.25 

625 

14.00 

14.00 

14.00 

15.00 

8.75 

9.00 

9.00 

9.25 

18.00 

13.00 

14.00 

14.00 

Birds  ie<cluainQ  -atites  and  pe;  birds  ImporM  in  aOOOld- 
ance  with  Part  93  ot  this  sutKhapter)- 

0-250  grama  .„  ,...„ — „  ...........  

251-1.000  grams  

Ovar  1,000  grams  

DonMlc  or  no  anhmla  taMcaol  aoiiinaa  binto.  and  ooul* 

Bison  bulls,  camels,  cattte.  or  zoo  animals   

Ail  others,  including,  but  not  Nmiled  to,  alpacas,  flwras, 


Ctjutm  0noliKlnQ  no  wiuinoti,  but  OKdudkig  minis  line 

horses)! 

1st  through  3rd  day  (fee  per  day) 
4th  through  7ih  day  (tee  per  day) 
8th  and  subeoquani  days  (fsa  per  day) 

Mirtiature  horses  „ 

Poultry  (including  zoo  poultry): 

Doves,  pigeons,  quail   

Chickens,  ducks,  grouse,  guinea  fowl,  partridge,  pea 

fowl,  pheasants   

Large  poultry  and  large  waterfowt.  including,  but  not 
wnHmM  ID  yaiiia  wuwa.  gaeae,  awana.  ana  naNays  ... 
nauies. 

Chicits  (less  than  3  months  old)   

Juwanlaa  (3  months  ihtough  10  months  oM) 


3  Regulations  concerning  approval  of  zoob 
and  reaoirements  for  importing  wild  anlmulB 
are  foimd  in  part  98  of  this  chapter. 
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AniiMlorbM 

Daly  u 

MTfM 

Oct.  1.  2000- 
8fl|)L30.2a01 

Oct  1.2001- 

Oct.  1.  2002- 
8^11.30,2003 

OcL  1.2008 

Adulls(11  uMiNta  oM  flftd  Qld8f)  ......«m<»m*.>».M.M>M..> 

SSM 

2ft00 

(b)  Special  requirements.  User  fees  for 
birds  or  poultry,  includlnff  soo  birds  or 

poultry,  receiving'  nonstandard  hous- 
ing, care,  or  handling  to  meet  special 
requirements  while  quarantined  in  an 
APHIS  owned  or  operated  Animal  Im- 
port Center  or  quarantine  facility  are 
listed  in  the  following  table.  The  user 
fees  listed  in  the  table  are  assessed  for 
each  bird  or  poultry  quarantined  by 
APHIS.  Special  requirements  may  be 


Bvo  Oi  pouny  ymwwncwuu  nouHiQ^  om^  or  ranovig) 


BMs  0-2S0  onvnt  and  doves,  pigeons,  and  quel  .........^.^ 

BMi  281-1.000  gname  and  pouliiy  such  as  oNehant. 

ducks.  grous«.  guinea  fowl,  partridge,  pa*  fOWl,  and 

pheasants   

Birds  over  1 ,000  grams  and  large  poultry  and  large  water- 
fowl, including,  but  not  limited  to  game  cocks,  geese. 


requested  by  the  importer  or  required 
by  an  APHIS  representative.  Certain 
conditions  or  traits,  saoh  as  pregnancy 

or  aggression,  may  necessitate  special 
requirements  for  certain  birds  or  poul- 
try. The  person  for  whom  the  service  is 
provided  and  the  person  reaueetlng  tlie 

service  are  jointly  and  severally  liable 
for  payment  of  these  user  fees  In  ac- 
cordance with  §§130.50  and  130.51. 


Daily  user  fee 


Oct  1  ?oo;>- 
Sept.  30,  2001 


Oct  1,  2001- 
Sept.  30.  20(^ 


Oct  1 .  2002- 
Sept.  30.  2003 


Beginning 
Oct  1,2003 


9S2S 


12.00 


24M 


13.00 


24.00 


t&so 


13.00 


2SilO 


iS.7S 


13.00 


(c)  Feed.  The  importer  must  either 
provide  feed  or  pay  for  it  on  an  actual 
cost  basis,  including  the  cost  of  deliv- 

ery  to  the  APHIS  owned  or  operated 
Animal  Import  Center  or  quarantine 
facility,  for  any  animal  or  bird  that  re- 
quires a  diet  oUier  than  standard  feed, 
including-  but  not  limited  to  diets  of 
fruit,  insects,  nectar,  or  fish. 

(Approved  by  the  Office  nf  Managrement  and 
Budget  under  control  number  0579  0094) 

[63  FR  53788,  Oct.  7,  1998,  as  amended  at  65  FR 
S2005,  Aag.  28. 2000] 


MiHiHH  nipiinoeraei 


Newburgh.  NY 

Space  A  .  ,  ^  5.396  sq  ft  (503  1  sq  m.)   

Space  B  .     .  8,903  sq  ft  (827  1  sq  m.)  

Span  C.  .  .  906  aq.  ft.  (84.1  aq.  m.)  


{130^  User  fees  for  exclusive  use  of 
space  at  APHIS  Animal  Import  Cen- 
ters. 

(a)(1)  An  importer  may  request  to  ex- 
clusively occupy  a  .space  at  an  APHIS 
animal  import  center.  The  user  fees  for 
spaces  at  APHIS  animal  import  centers 
are  listed  in  the  following  table.  The 
person  for  whom  the  service  is  provided 
and  the  person  requesting  the  service 
are  jointly  and  severally  liable  for  pay- 
ment of  these  user  fees  in  accordance 
with  H180.60  and  190.51. 

liiiiiMifci  ' — 

Nimmy  uhtmv 

OoL  1.2001-  I  OcLI.SOOen  Baglnning 
te*.  30: 2002    SmA.  SOl  2003     OcL^.  2003 


$54,523  $56,054  $57,630  $50^ 

89.959  92,484  95.085  97,764 

9,144  9,401  9,666  0,038 


Oct  1,— ^ 
8apta0,2001 


(2)  Any  importer  who  occupies  space 

for  more  than  30  days  must  pay  l/30th 
of  the  30-day  fee  for  each  additional 
day  or  part  of  a  day.  The  person  for 
whom  the  service  is  provided  and  the 


person  requesting  the  service  are  joint- 
ly and  severally  liable  for  any  addi- 
tional charges. 

(3;  Unless  the  importer  cancels  the 
reservation  for  exclusive  use  of  «pace 
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In  time  to  receive  a  refund  of  the  res- 
ervation fee  in  accordance  with  9  CFR 
98.108,  93.204.  93.804,  98.404,  or  93.504.  as 
appropriate,  the  30-day  user  fee  will  be 
effective  as  of  the  first  day  foi-  which 
the  importer  has  reserved  the  &pace,  re- 
gardlOBB  of  wlietiier  the  user  occupies 
the  space  on  that  date  or  not. 

(h)  Users  must  provide  APHIS  per- 
sonnel at  the  Animal  Import  Center,  at 
the  time  they  make  a  reservation  for 
quarantine  space,  with  the  following 
information: 

(1)  Species  of  animals  and  birds  to  be 
quarantined; 

(2)  Ages  of  animals  and  birds  to  be 
quarantined:  and 

(3)  Sizes  of  animals  and  birds  to  be 
quarantined. 

(c)(1)  APHIS  personnel  at  the  Animal 
Iinporter  Center  will  determine,  based 
on  the  information  provided  by  the  im- 
porter under  paragraph  (b)  of  this  sec- 
tion, and  on  routine  husbandry  needs, 
the  maximum  munher  of  animals  and 
birds  permitted  in  the  requested  build- 
ing. 

(2)  If  the  number  of  auimals  and  birds 
requested  by  the  importer  can  be 
housed  in  the  space  requested,  as  deter- 
mined by  APHIS  personnel  at  the  Ani- 
mal Import  Center,  but  two  animal 
health  technicians  cannot  ftilfill  the 
routine  husbandry  needs  of  the  number 
of  animals  or  birds  proposed  by  the  im- 
porter, then  the  importer  must  pay  for 


additional  services  on  an  hourly  basis, 
or  reduce  the  number  of  animals  or 
birds  to  be  Quarantined  to  a  number 
which  APHIS  personnel  at  the  Animal 
Import  Center  determine  can  be  han- 
dled by  two  animal  health  technicians. 

(3)  If  the  i  importer  requests  addi- 
tional services,  then  the  user  fees  for 
those  ser\'ices  will  V)e  calculated  at  the 
hourly  rate  user  fee  listed  in  §130.30, 
for  each  employee  required  to  perform 
the  service. 

(d)  The  importer  must  provide  feed, 
or  pay  for  it  on  an  actual  cost  basis,  in- 
cluding cost  of  delivery  to  the  Animal 
Import  Center. 

(Approved  by  the  Qflloe  of  Ifsnsgement  and 
BudKei  under  oontrol  numbers  0579-0040  and 

0579-0094) 

L57  FR  771.  Jan.  9.  1992.  as  amended  at  58  FR 
67654.  Dec.  22.  1908;  61  PR  204S2.  liiay  7.  1906; 

62  FR  .56026.  Oct.  28.  1997;  63  FR  53789,  Oct.  7, 
1998;  65  FR  52006,  Aug.  28,  2000] 


%'idOA  User  fees  for 
permit  applications. 

User  fees  for  processing  applications 
for  permits  to  import  certain  animals 
and  animal  products  (using  VS  forms 
16-3  and  17-129)  are  listed  in  the  table 
in  this  section.  The  person  for  whom 
the  service  is  provided  and  the  person 
requesting  the  service  are  jointly  and 
severally  liable  for  pajnnent  of  these 
user  fees  in  accordance  with  §§130.50 
and  130.51.  The  table  follows: 


Swviea 

Unit 

User  fee 

August  31 , 
200^- 

Oct.  1, 
2001- 

septao. 

2002 

Oct.  1. 
2002- 
SapL30. 
2003 

Beginning 
Oct  1.2003 

1.  Import  oompUancs  assistanca: 

L  Sfenpl*  (2  hours  or  less)   

$64  00 

$66  00 

$68  00 

$70  00 

II.  Complicated  (more  than  2  hours) 

164.00 

169.00 

174.00 

180.00 

2.  Processing  an  application  for  a  Pennit  to 

Import  IIVB  aniiMla,  anknai  products  or  by- 
pioducli,  fMiQBntama,  VMtora,  or  genn 

plasm  (ernbiyoa  or  aaman)  or  to  tranaport 

oroanisms  or  vectors^. 

i  Initial  Permit   

Per  application  .  

94.00 

M.00 

94.00 

94  00 

ii.  Amended  Permit  

Per  amended  appJica- 
lion. 

47.00 

47.00 

47.00 

47.00 

Per  applicattoo 

61 4» 

61.00 

61.00 

61.00 

3.  Proeeoaing  an  appHcoHon  for  «  Pannit  to 

Per  applicalian  ....  

322.00 

322j00 

322.00 

322.00 

import  fetal  bovine  senjm  whan  facW^  In* 

speclion  IS  required 

^  Using  Veterinary  Services  Fomi  16-3,  Application  for  Pennit  to  Import  or  Transport  Controlled  Material  or  Organisms  or 
Vectors.'^  or  Fomi  17-129.  "AppNoMlon  for  Import  or  In  Tnwail  Pannit  (Anhnala.  Animal  Soman.  Animal  Embiyoa,  Bifda,  PouMiy. 


or  Hatching  Ejjgs)."^ 
'PiMmHa  to  Import 
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[66  FR  38681,  Av?.  1.  2001] 

§130.5  User  fees  for  services  at  pri- 
vately^ owned  permenent  and  tem- 
porary import  quarantine  fticilitiei. 

(a)  User  fees  for  each  animal  quar- 
antined in  a  privately  operated  perma- 
nent or  temporary  import  quarantine 
fiBkOillty  will  be  calculated  at  the  hourly 
user  fee  rate  listed  in  §  130.30,  for  each 
employee  required  to  perform  the  serv- 
ice. The  person  for  whom  the  service  is 
provided  and  the  person  requesting  the 
service  are  jointly  and  severally  liable 
for  payment  of  these  user  fees  in  ac- 
cordance with  §§130.50  and  130.51. 

(b)  CReserved] 

(i^nproved  by  the  Offloe  of  Managfwnent  and 
Bodget  under  control  number  0679-0084) 


[65  PR  52006.  Aug.  28,  2000] 


Type  of  Iw  animal 

Per  head  user  (ee 

Oct.  1 .  2000- 
SepL  30.  2001 

Oct  1,  2001- 
Sept.  30,  2002 

Oct  1 ,  2002- 
Sept30.2003 

Beginning 

Oct  i.aioa 

Any  ruminants  (including  breeder  ruminants)  not  covered 

t8L2S 

$8.60 

18.78 

18.00 

Feeder   

22S 

225 

250 

2.50 

41.00 

42.00 

43.00 

44.00 

525 

5.50 

5.50 

5.75 

^ilftu^ytttor  •■••■«■*«■•■■*•*•■*■•••••■•«■•••»■■••■•«*«••■■••*••*■■*••••••■«  ■■••••M«M«B«>* 

3.50 

3.S0 

3.75 

3.75 

§130.6  User  fees  for  inspection  of  liva 
animals  at  land  border  ports  aUmf 
tiM  UnitcMl  Statea-Meadco  border. 

(a.)  User  fees  for  live  animals  pre- 
sented for  imporlalion  into  or  entry 
into  the  United  States  tlirough  a  land 
border  iwrt  along  the  United  States- 
Mexico  border  are  listed  in  the  fol- 
lowing table.  The  minimum  user  fee  for 
this  service  is  listed  in  §  130.30.  The  per- 
son for  whom  the  service  is  provided 
and  the  person  requesting  the  service 
are  jointly  and  severally  liable  tof  jMigr- 
ment  of  these  user  fees  in  aocoidaaoe 
with  §§130.50  and  130.51. 


(b)  [Reserved] 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0879-0055  and 

0579-0094 ) 

f65  FR  52006.  Auff .  28,  2000j 

S1S0.7  User  fees  for  import  or  entry 
services  for  live  animals  at  land 
border  ports  along  the  UDitod 
States-Canada  border. 

(a)  User  fees  for  live  animals  pre- 
sented for  importation  into  or  entry 


into  the  United  States  through  a  land 

border  port  along  the  United  States- 
Canada  border  are  listed  in  the  fol- 
lowing table.  The  mmimuni  user  lee  for 
this  service  is  listed  in  1130.30.  The  per^ 
son  for  whom  the  service  is  provided 
and  the  person  requesting  the  service 
are  jointly  and  severally  liable  for  pay- 
ment of  these  user  fees  in  accordance 
with  H180.60  and  130.51. 


Type  o(  bve  animal 


User  fee 


Od  1,  2001- 

88piao.2ooe 


Oct  1.2002- 


1. 


Oct 


.  II  li  III  ■  I  ■  timlnia  Imm  it  *  -  *  -  ilia  I  ^Umtt 

WHnHW  Deng  wnpooeo  inio  me  unaM 

Breeding  animals  (Grade 

Sheep  and  goats   

Swine   

AUoiheia   .......... 

Faadaf  animalat 

Cattle  (not  includfng  calves)   

Sheep  and  calves   

Swine    

Horses  (induding  registered  horses),  other  than 

slaughter  and  in-transit.. 
PotAiy  (induding  egoa),  imfKwlBd  lor  any  purpoae 

n>QlaliOTd  anhnali  (•Moapt  honaa)  

StaRigMM'  animsla  (anoapl  pouNiy)  


per  head  .......... 

par  head  

per  head  

per  head  

per  head 
per  head 

per  load  . 
per  head 
par  load . 


$0.50 

0.75 
3.25 

1  50 

0.50 
0.25 
27.00 

47.00 
5.50 
24.00 


S0.S0 
0.75 
3.25 

1.50 
050 

025 
28  00 

48.00 
8.78 
24M 


$0  50 
075 
3.25 

1.50 
0.50 
028 
29.00 

SOM 
&00 
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Type  Of  Ivt  animal 

Unit 

User  fee 

Oct.  1.  2001- 
Sept.  30.  2002 

Oct  1 ,  2002- 
Sept  30.  2003 

Beginning  Oct. 
1.2003 

^INHHHV  IMNIBiUIIIP     www  VI^^Rf  ONMPw 

per  head  ...„.,..,.„.„.„.„. 

1.50 
0.25 
0.25 
6.50 

ISO 
0.25 
0^ 
6.75 

1.50 
0.2S 
0^ 
&75 

perhMd  

^The  user  fee  in  this  section  will  be  charged  for  in-transit  auttiorizattons  at  the  port  where  the  authonzatton  SMViOM  Mi  pM^ 
ioimd.  For  addWonal  aarvtoM  provktod  by  APHIS,  at  any  port,  tlw  hourly  uaar  fae  lala  in  §  1 30.30  will  apply. 


(b)  [Reserved] 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0&7&-0055  and 
0579-0094) 

[65  FR  52007,  Aug.  28,  2000,  as  amended  at  67 
FR  48634.  July  25. 2002] 

S  130.8   User  fees  for  other  services. 

(a)  User  fees  for  other  services  that 
are  not  specifically  addressed  else- 


where in  part  130  are  listed  in  the  fol- 
lowing table.  The  person  for  whom  the 
service  is  provided  and  the  person  re- 
qaestlng  the  service  are  Jointly  ajid 
severally  liable  for  payment  of  tbeae 
user  fees  in  accordance  with  H  190.50 
and  180.51. 


Saratoa 

Unit 

Uaar  fae 

ocLi.aooo- 

SapL  30.2001 

Oct  1, 2001- 
8apL30.2002 

Oct.  1.200^ 
Sapi30,a003 

Beginning 
Oct  1,2003 

Germ  plasm  babig  axpartad:  * 

Embryo: 

Up  Id  5  donor  paire  

Each  additional  group  of  donor 

pairs,  up  to  5  pairs  per  group. 

on  the  sama  oarHoaia. 

Release  from  export  agricuHural  hold: 
Complicated  (morvfian  2  hours) 

per  cartificate   

per  group  of  donor 

ptdrs. 

per  certificate   

pwwieaaa  

76.00 
34.00 

46.00 

64.00 
164.00 

79.00 
,  35.00 

48  00 

66.00 
169.00 

81  00 
36.00 

49.00 

68.00 
174.00 

83.00 
37XK> 

51.00 

70.00 
1804)0 

^  This  user  fee  includes  a  single  inspection  and  resealirig  of  the  container  at  tt>e  APHIS  employee's  regular  tour  of  du^ 
or  at  a  llmilad  port  For  each  aubaaquent  fewpedion  and  reaealing  required,  Ihe  houriy  ^laar  fee  in  §  130.30  will  appfy. 


(b)  [Reeerved] 

(Approved  by  the  Office  of  Management  and 

Budget  under  control  numbers  0579-0015. 
0579-0040.  0579-0055  and  0579^94) 

[65  FR  52007.  Aug.  28,  2000,  as  amended  at  66 
FR  39682.  Auff.  1.2001] 


§1909  (Beeerved] 

§130.10  User  ieee  far  pet  bifde. 

(a)  User  fees  for  pet  birds  of  U.S.  ori- 
gin  returning  to  the  United  States,  ex- 
cept pet  birds  of  U.S.  ori§rin  returning 
from  Canada,  are  as  follows: 


Service 

Unit 

User  fee 

Oct.  1.2000— 
SapL30.2001 

Oet  1.  2001— 
Sapt30,2002 

Oct  1.2002— 
Sept  30,  2003 

o5?T.2ol» 

(1)  Which  have  lieen  out  of  the 

United  States  60  days  or  less, 

(2)  Which  have  been  out  of  the 
(JnMad  Stsiaa  More  tlwii  80  diya. 

lot  ••»**a*»a«a«**a«*«» 

$99.00 
236.00 

$102.00 
243.00 

$105.00 

250.00 

$108.00 
257.00 

(b)  User  fees  for  each  pet  bird  quar-  antine  facility  are  listed  in  the  fol- 
autined  in  an  animal  import  center  or  lowing  table.  These  user  fees  include 
Other  APHIS-owned  or  supervised  quar-    standard  care,  feed,  and  handling.  The 
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person  for  whom  the  service  Is  provided    ment  of  these  user  fees  In  accordance 
and  thp  person  requesting  the  service    with  ff  180.50  and  130.61. 
are  jointly  and  severally  liable  for  pay- 


NumtMf  ol  Mnto  in  iaotaM 

MrfM 

Oct,  r  2000- 

Sepl.  30.  2001 

Oct.  1.  2001- 
Sept,  30.  2002 

Ocr 
Sept 

1 .  2002- 
30,  2003 

Beginning 
Oct  1,  2003 

$8.50 

$8.75 

$9.00 

$0.25 

2 

••»»a*«***a» 

1000 

11.00 

11.00 

11.00 

3    ••a««*«a**a*«««a*«a«aa*«»*a»* •»« ••»a««a**«**«**a***«a*a«aaMa««a*aa*a**a 

»«a**a*a««aa«a» 

12.00 

13.00 

1&Q0 

1&00 

14.00 

154)0 

1&Q0 

16.00 

9  Of  R^0V9  a*»««aa*aaaa»*aaB**aaaa«*aa«aaa**aaa**aa***«a*«>«a**a*«*aaaaaa*B 

laoo 

t7M 

17.00 

(c)  Based  on  the  Information  provided 
to  APHIS  personnel.  APHIS  personnel 

at  the  Animal  Import  Center  or  other 
APHIS  owned  or  supervised  tiuarantine 
facility  will  determine  the  appropriate 
nnmber  of  birds  that  should  be  housed 
per  isolette. 

(d)  If  the  importer  requests  addi- 
tional services,  then  the  user  fees  for 
those  services  will  be  calculated  at  the 
hourly  rate  user  fee  listed  in  §130.30. 
for  each  employee  required  to  perform 
the  service. 

(Approved  by  the  Office  of  Management  and 
Biidget  under  control  number  0679-0004) 


§130.11   User  fees  for  inspecting  and 
approving  import/e^ioit  fticflittss 

(a)  User  fees  for  the  Inspection  of  var- 
ious import  and  export  facilities  and 
establishments  are  listed  in  the  fol- 
lowing table.  The  person  for  whom  the 
service  Is  provided  and  the  person  re- 
questing' the  service  are  jointly  and 
severally  liable  for  payment  of  these 
user  fees  in  accordance  with  §§130.50 
and  130.51. 


[61  FRaiM84,  May  7.  1996;  61  FR  25613.  May  21, 
1996.  as  amended  at  62  FR  56026.  f  )ct.  28.  1997; 
63  FR  53791.  Oct.  7,  1998;  64  FR  67700,  Dec.  3, 
1989: 66  FR  SaOOe.  Aug.  28. 2000] 


Sefvioe 

Unit 

Uaarfaa 

OcL  1,2000- 
SapLaO,2001 

OoLi.aooi- 

8apl.30,2002 

Oct  1,2002- 
Sapt90.2003 

Bagbining 

Got  1.  ados 

Embiyo  collection  center  Inspection 

per  year .  .. 

$347.00 

$as8.oo 

OSOOjOO 

tsoaoo 

and  approval  (all  Inspections  re- 

quired  during  Mm  year  for  facHty 

approval). 

ImpacHon  for  approval  of  bluaaiuilly 

par  inapactlon ...... 

977.00 

977.00 

977.00 

977.00 

level  three  laboratories  fall  inspec- 

tions related  to  approving  the  lab- 

oratory (or  handling  one  definadtat 

ot  organisms  or  vectors). 

inaaeion  for  amifawal  of  aal  taod 

manutaduring,  rendarino.  blandbig, 
or  dlQaat  fadmaa' 

Initial  approval  ......................m.... 

for  all  inspections 

404.75 

404.75 

404.75 

404.75 

required  during 

the  year. 

for  aH  Inapections 

280.00 

209.00 

289.00 

200.00 

required  during 

thayaar. 

Inspection  for  approval  of  pet  food 

spraying  and  drying  facWHaa; 

tnHial  approval   

for  all  taiapactlons 

275.00 

275.00 

275.00 

275.00 

raqulrad  during 

the  year 

for  all  inspections 

162.00 

162.00 

102.00 

required  during 

tt«e  year. 

iMpacHon  for  approval  of  alaugMar 
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unn 

!  UsarfM 

Oct  1  2000- 
Sept.  30.  2001 

Oct  1, 2001- 
Sept.  30,  2002 

Oct.  1.  2002- 
Sept.  30.2003 

Beginning 

Oct  1.2003 

_   — _  .  

Initial  approval  (all  inspections)  ... 

per  year  

342.00 

352.00 

362.00 

373.00 

Ran«wal  (all  inspections)   

29&00 

30&A0 

ai4i» 

92SbOD 

ImpMlion  of  approved  aitablih- 

under  9  CFR  parts  94  through  96 

Approval    (compliance  agree- 

pot y0(v  »•••••*»*«#••••• 

365.00 

375.00 

386.00 

398.00 

ment)  (all  inspections  for  first 

year  of  3-year  approval). 

Renewed  eppioMi  (d  impMh 

per  y0flf  •■••••»•••■■•••• 

211.00 

217.00 

223.00 

2804)0 

none  lor  eeoono  ano  iwu 

yMie  of  Siiear  atipRMil). 

(b)  [Reserved] 
(96  FR  82008.  Aiw.  28. 2000] 

§§130.12-130.13  [Reserved] 

S  130.14   User  fee.s  for  FADDL  veteri- 
nary diagnostics. 

(a)  Diagnostic  reagents.  User  fees  for 
diagnostio    reagents*    proylded  by 


PADDL  are  listed  in  the  following 
table.  The  person  for  whom  the  service 
is  provided  and  tlie  person  requesting 
tbe  Bervloe  aire  Jotntly  and  severally 
liable  for  jiayment  of  these  user  fees  In 
accordance  with  ||  190.50  and  130.51. 


Bovine  antiserum,  any  agent   

Capnrie  antiserum,  any  agent   

Cell  culture  antigen/microorganisin 
Cc|uiM  antMnMi  any  c^ent ........ 

Ruorescant  antlwdy  conjugate  .... 

Guinea  pig  antisemm,  any  agent 

Monodonal  antibody    

Ovine  antiserum,  any  agent  .......... 

Porcine  antleeium.  any  agent  ....... 

Rabbit  anHBeium,  any  agam  


Userfae 


Unit 


$«)00 

1  ml. 

97.50 

1  ml. 

63.75 

1  ml. 

10050 

1  ml. 

120.25 

1  ml. 

104.50 

1  ml. 

122.75 

1  ml. 

94.25 

1  ml. 

81.25 

1  ml. 

96.50 

1  mL 

(b)  Veteffnory  dtagnostica  tests.  User 
fees  for  veterinary  diagnostic  tests  per- 
formed at  FADDL  are  listed  in  the  fol- 
lowing table.  The  person  for  whom  the 
servioe  is  provided  and  the  person  re- 


questing the  service  are  Jointly  and 
severally  liable  for  payment  of  these 
user  fees  in  accordance  with  §{130.60 
and  130.51. 


Test 


User  fee 


Unit 


$14.75 

Test 

8.2S 

Test 

33  00 

Test. 

11  00 

Test. 

12  75 

Test. 

86.00 

Test 

27.75 

Test. 

18  25 

Test. 

23.25 

Test. 

299.50 

Test. 

4345.75 

Test 

Agar  gel  Inimunodiflusion .................. 

Oaitf  

Complement  fixation  .  , 

Direct  immunofluorescent  antibody   

Enzyme  United  immunosortient  assay   

Fluoreeoent  eiMbody  nsutraUcattan  (hog  cfwlefa) 


liMIMmoperoxidase   

Indeed  fluorescent  antitx>dy 

In -vitro  safety  

In-vivo  safety  .  .................. 


4  Reagents  mrovlded  by  FADDL  are  for  the 

diagnosis  of  animal  diseases  foreigrn  to  the 
United  States.  These  reagents  may  be  avail- 
able to  CQStomera  on  the  mafnlaiul  after 

safpty  testing  with  permission  from  the  Ad- 
ministrator. The  customer  may  have  to  pay 


the  ooet  for  the  safety  test  In  addition  to  the 

reagent  user  fee.  For  more  information  on 
the  specific  reagents  contact:  Laboratory 
Chief.  USDA.  AFHIS.  VS.  FADDL. 
Greenport.  NY  11344;  phone  (616)  82»-3800, 
FAX  (516)  323-2798. 
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TMt 

User  tee 

Unit 

11.00 

Test. 

14.00 

Test 

Virus  isolalion  (oesophageal/pharyngeal)   

a&25 

Tml 

VbuB  itoMion  in  embryonated  eggs  

178.00 

Test 

84.50 

Test 

25.75 

Test 

(c)  other  veterinary  dUufnostle  services. 
User  fees  for  other  veterinary  diag- 
nostic services  performed  at  FADDL 
are  listed  in  the  following  table.  The 
person  for  whom  the  service  is  provided 


and  the  person  requesting  the  service 

are  jointly  and  severally  liable  for  pay- 
ment of  these  user  fees  in  accordance 
with  §§130.50  and  130.51. 


VcMnary  diagnosde 


Bacterial  isolalion   

Hourly  user  fee  services  '   

Houfty  user  lee  services— Quaiter  hour  

MMsd  cells  on  chambarsHdss  or  plates    

Rsfsrence  animal  tissues  for  Immunohistoclwmislry 

Sterilization  by  gamma  ladMon  

Trainir^g  (schioolortMhnleslMtillMOSi) ................... 

Virus  trtration   


Unit 


$55  00 

Test. 

220  00 

Hour 

56.00 

Quarter  Ixxir. 

31.00 

^■■-*- 

cMRie. 

94.25 

Ssl 

530.00 

Can. 

450  00 

Per  psfMH  pm  day. 

55  00 

Test. 

For 


r  ali  veterinary  diagnostic  services  for  wtiich  there  is  no  Hat  rate  user  fee.  ttte  hourty  rate  user  tee  will  be  caiculatecl  for  the 
Mms  vs^ulrad  to  piwMs  Vw  ssiviM. 


(Approved  by  the  Office  of  Management  and 
Budget  under  control  niunbera  0579-0065  and 

0579-0094) 

[63  FR  63791.  Oct.  7, 1998,  as  amended  at  64  FR 
87700,  Dec.  3. 1009] 


User  fSees  for  veterinary  diag'- 

id  identincation 


S  130.15 

noetic  isolation  and 
teste jpraformed  at  NVSL  (ezoiudinK 
FADIIL)  or  otiier  i 


isolation  and  identification  tests 

formed  at  NVSL  (excluding  FADDL)  or 
other  authorized  sites  are  listed  in  the 
following  table.  The  person  for  whom 
the  service  Is  provided  and  the  person 
requesting  the  service  are  jointly  and 
severally  liable  for  payment  of  these 
user  fees  in  accordance  with  §§130.50 
and  130.51. 


(a)  Bacteriology  istMion  and  idetiM' 
ftcaUon  tests.  User  fees  for  bacteriology 


TssI 


S16.00 

Isolate. 

61.25 

Isolate 

16.00 

Sample 

30.75 

Isolate 

7.60 

Isolate. 

21.25 

Isolate. 

81.50 

tooMs. 

27.00 

Test. 

36.50 

Test 

29.50 

Test. 

9.75 

Test. 

27  00 

Sample. 

80.50 

Isolate. 

157.50 

63u2S 

IsoW*. 

26  50 

Preosdwe. 

520.50 

Submission. 

105.50 

Submission. 

26.50 

Submission. 

52.75 

Isolate. 

2S.50 

Isolate. 

26.25 

Sampte. 

26  25 

Isolate. 

26.50 

Isolate. 

10.75 

Bactofial  Identification,  automated 

Bacterial  identification^  I 

Bacterial  isolation   

Bacterial  serotypmg.  all  other 
Bacterial  ser(Myping.  PasteureUa  muttodda 
Bacterial  serotypino.  Oslmqrwii  — 
Bacterial  toxin  typ<r>g 
Bacteriology  requiring  spaoiitt 

DMA  f-ngerprintlng   

DNA  probe   

Fluorescent  antibody' 
Leptospira  culturing  .... 
l.ep(osplra  serotyping  . 
Myoobactoffum  avian  asratypino ' 


Mycobacterium  identiAcation  (gas  chromalography) 

MycotMcterium  isolation,  anirnal  irwculations  .......... 

rvlycotiactenuTi  isolation,  all  other  

Mycobacterium  paratuberculosis  isolation  . 
Mycology  culture  Identification  


Mycoplasma 
Phage  typing, 
Phaos  ^iphia  Sehnorwla 
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TmI 

UserfM 

Unit 

26.50 
316.50 

Isolate. 
Isolat*. 

« A dlHayni apply  t> il  dfagnoatic,  noivimpoit  reteted  oomakma^tltu^^  tuomtmk nH- 

bodjfi  lnUfcatl  IhwiaaMiit  aiilliadifi  lAwa  naiilwNnrilon,  and  porowdaaa  Infcad  anilbody  imi.  Thto  daoounl  only  applaa  to  Vw 
1  Vti  and  Bubaaiiiiant  laala  on  Via  aanw  aubinliilon  by  tha  same  sutwnliiar  tec  lha  aaina  IMI  and  anttQaik  Tha  uaar  faa  for  aach 

dtecounted  test  will  be  20  percent  of  the  original  user  lea  rounded  up  to  the  nearest  quartw.TMi  dhoounlvM  apply  for  taMi  tor 
all  diooaooo  except  equine  piroplasmosis,  bovine  piroplaBinoeiB.  dourine.  and  glanders. 


(b)  Virology  identification  tests.  User 
fees  for  virology  identification  tests 
performed  at  NVSL  (excluding  FADDL) 
or  other  authorized  sites  are  listed  in 
the  following  table.  The  person  for 

TM 


whom  the  service  is  provided  and  the 
person  requesting  the  service  are  joint- 
ly and  severally  liable  for  payment  of 
these  user  fees  in  accordance  with 
§§130.50  and  130.51. 

User  fee    I  UMt 


$18.25  Test 
15.25  Test 
31  .SO  Taat 


Ruoresoant  anttxxty  liii^^e  section 
Vims  isolalon  for  Newcastle  disease  virus  ............. 


(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0679-0055  and 
0679-OQ04) 

[68  FR  58792.  Oct.  7. 1908] 

§190.16  Ueer  ffsee  for  veterinary  diag- 

nostic  serology  tests  performed  at 
NVSL  (ezclucUiag  FADDL)  or  at  au- 


formed  at  NVSL  (excluding  FADDL)  or 
other  authorized  sites  ai*e  listed  in  the 
following  table.  The  person  for  whom 
the  service  is  provided  and  the  person 
requesting  the  service  are  jointly  and 
severally  liable  for  payment  of  these 
user  fees  in  accordance  with  §§130.50 
and  180.51. 


(a)  Bacteriology  aerology  tests.  User 
fees  for  bacteriology  serology  tests  per- 


Tait 


Unit 


Brucalta  milk  EUSA  

Brucella  ring  (BRT)   

Brucella  ring.  Heat  inactivated  (HIRT)   

Brucella  ring.  Serial  (Serial  BRT)   

Buffered  acidified  piata  aniiQan  praaump(iva 

Card   

Complement  lltaion  ^ 
Enzyrme  linked  imniunosort)ent  assay  (or  dourine,  glanders,  or  piroplasmosis 
Enzyme  linked  immunos;  'bent  i 
indvect  Huoreacant  antit)ody' 


Mcroaoopic  agglutination— includes  up  to  5  serovars'   

Myoology/fungus  serokigy  

PartKie  oonoanliallon  IhioiBaoant  immuno  aaaay  (PCFIA) 

Plate    


Rapid  automaM 
Tubs  ■oyhiUiisttuii 


*A  discount  will  apply  to  all  diagnoetic,  non-import  related  oomDlamanl  fixation,  hemagglutination  Inhltiition,  fluorescent  anti> 
body,  indirect  fluorescent  antitxxly,  virus  neutralization,  and  peroxidase  linked  antitrady  tests.  This  discour>t  only  applies  to  the 
11th  and  subsequent  tests  on  the  same  submisskxi  by  the  sante  sutmitter  for  the  same  test  and  antigen.  The  user  tee  for  each 
discounted  test  will  be  20  percent  of  tl>e  original  user  fee  rounded  up  to  ttia  naaiaat  quarter.  This  diaoount  will  apply  for  testa  for 
all  diseases  except  equine  piroplasmosis,  tMvine  piropiasmosis,  dourine,  i  *  ' 

^Tfia  iiaer  faa  tor  lha  aiidtt  and  subaaqiuanlaarowtwll  be  $2.00  each. 


(b)  Virology  serology  tests.  User  fees 
for  virology  serology  tests  performed 
at  NVSL  (excluding  FADDL)  or  at  au- 
thorised Sites  are  listed  in  the  fol- 


lowing table.  The  per.son  for  whom  the 
service  is  provided  and  the  person  re- 
questing the  service  are  jointly  and 
severally  liable  for  payment  of  these 
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oBer  fees  in 
and  130.61. 


accoidanoe  with  §§130.80 


TMt 


Unl 


Agar  gel  immunodiMusion  

Complement  fixation '   

Enzyme  linked  immunosorbent  assay 
HemagglutiradioninNMion'    


LnBx  ByyiuwHiBuii 

Peroxidase  linked  antibody ' 
Plaque  reduction  neutralization 
Rabies  fluorescent  antibody 
Virus  neutralization ' 


$S.OO 
9M 

4.75 

7.50 
8.75 
5.00 

975 

7.75 
26.50 

7  75 


TmL 

TMt 

Test 
Test. 
TmL 
TmL 
TmL 
Test. 
Test. 
Test 


discount  .vill  apply  to  all  duanostic  non-import  related  complement  fixation,  hemagglutination  mhitxtion,  fluorescent  anti- 
body, indirect  fluuiescer  t  ani  bu  .hl-:  r  euiralization,  and  peroxidase  linked  antibody  tests  Thit..  aistuunt  only  applies  to  the 
1 1th  and  subsequent  tests  on  the  same  submission  by  the  same  subm;tler  for  the  same  test  arKi  antigen.  Ths  ussr  (m  (Of  MCh 
discounted  test  will  be  20  percent  of  the  original  user  fee  rounded  up  to  ;^e  nearest  quartsr.  TNB  dbOOIMl apply  fOT tMli  lOT 
all  diaoaaOT  exoept  equine  piroplasmosts,  bovine  piroplasmosis,  dounne,  and  glanders. 


(Approved  by  the  Office  of  Management  and 
Budget  under  control  numbers  0579-0055  and 
OS79-0094) 

[88  FB  58798.  Oct.  7. 1908] 

§  130.17  User  fees  for  other  veterinary 
diagnostic  laboratory  tests  per- 
fonned  at  NVSL  (excluding  FADDL) 
or  at  autliorized  sdtee. 

(a)  User  fees  for  veterinary 
dlagnoBtioB  tests  performed  at  the 


PathobioloR.y  Laboratory  at  NVSL  (ex- 
cluding FADDL)  or  at  authorized  sites 
are  listed  in  the  following  table.  The 
person  for  whom  the  servloe  is  provided 
and  the  person  requesting  the  service 
are  jointly  and  severally  liable  for  pay- 
ment of  these  user  fees  in  accordance 
with  if  130.60  and  180.61. 


TMt 


Aflatoxin  quantitation   

Atlatoxin  screen   

Agar  gel  immunodittusion  spp.  identification 


Antibiotic  fbioautography) 

Antibiotic  inhibition  

Arsenic  ....(.••■.■■•■H*»MMaMua» 
Efgot  ilnlokl  icvMn 
E(9M  slnldid  MnHnMliMi 
Feed  mtcroMOfl 
Fumonisin  only 

Gossypol  

Mercury  

Metals  screen   

Metals  single  element 
Mycotoxin:  aflatoxin-liver 


■  ■  ■  *     *  ■  an  a«  - 

ruvflNviNinw  

Ofpsnic  compound  cofifliiMlion 

Organic  compound 
Paiasitotogy  


Pestidde  screen 

pH   

Plate  cylinder 

SSlOniUflft  aaaaaa 

TMiperature  disks  

Toxicant  quantitation,  other 
Toxicant  screen, 
VomMmin  only  .. 
SdMly  ... 

quantitation 
screen  ...... 


<aaa.«aa« 


i»«.*a**««*«*a*«a«aai 
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(b)  [Ileser^ed] 

Approved  by  the  Office  of  Mana^rement  atul 
Budget  under  control  numbers  057fr-0055  and 

0579-0094) 

[63  FR  53793.  Oct.  7.  1998] 

§130.18  User  fees  for  veterinary  diag- 
nostic reagents  produced  at  NVSL 
or  other  anUiariMd  aite  (ca^ndJng 
FADDL). 

(a)  Bacteriology  reagents.  User  fees  for 
bacteriology  reagents  produced  by  the 


Diagnostic  Bacteiioloery  Laboratory  at 
NVSL  (excluding  FADDL)  or  other  au- 
thorized site  are  listed  in  the  following 
table.  The  peison  for  whom  the  service 
is  provided  and  the  person  reqaeetlnir 
the  service  are  jointly  and  severally 
liable  for  payment  of  these  user  fees  in 
accordance  with  §§130.50  and  130.51. 


fM 

$34.00 

2mL 

105.50 

Kit. 

17.00 

2  ml 

67.25 

4.5  ml. 

11.50 

1  ml. 

17.75 

1  ml. 

30.50 

5  ml. 

36  00 

1  ml. 

8.50 

1  ml. 

9.50 

1  ml. 

7J2S 

1  ml. 

21.25 

CUMm. 

63  25 

Culture. 

63  25 

Culture. 

1.25 

2  ml. 

34.00 

60  mL 

34.00 

60  ml. 

50  00 

60  ml. 

30.50 

25  ml. 

1950 

Packaga. 

70.25 

Kit 

5.25 

Gram. 

2.00 

Psilet 

72.75 

60  ml. 

8.75 

60  ml. 

17  50 

1  mi. 

34  75 

4.5  ml. 

21.25 

1  ml. 

171.25 

1  ml. 

18  25 

1  ml. 

625 

3  ml. 

17  50 

1  mi 

158.25 

1  ml. 

3.25 

10  ml 

37.50 

1  ml. 

375 

1  ml. 

325 

1  ml. 

105.50 

5  ml. 

4.00 

1  ml. 

32.75 

1  ml. 

14.25 

1  ml. 

6  25 

5  ml 

258  25 

4  5  ml. 

Unit 


Anaplasma  card  test  antigen   

Anaplasma  card  test  kit  without  antigen   

Anaplasma  CF  antigen  .................................... 

Anaplasma  stabUate  

Avian  origin  bactarlal  anHaaiunw,  myoqplaama  

Avian  ori^n  baclaiiBi  antiseruma,  al  oHiar  ................................................... 

Bacterial  agghAnaHng  antigens  olttar  than  bmoala  and  aalmawala  puhMum 
Bacterial  conjugates  

Bacterial  disease  CF  antigens,  all  other   .... 

Bacterial  EUSA  antigens    ............................... 

Bwteriai  or  proloioal  anliaamma^  all  ottwr 

Bacterial  laaganl  ctiNuia  ^  «n.MM..»...M.M.M..«M.M....raMn..«iM..n....iMMn...n>..i 

Bacterial  reference  culture'  ................ 

Bacteriophage  reference  cultura 

Bovine  serum  factor  

Bfucella  aboftus  CF  anUgan  ............  . 

BmoaRo  agghiiinalon  anHgana.  al  olhar 

Bnicella  buffered  plate  antigen   

Bnicella  canis  tube  antigen  

Bnicella  card  test  anttgen  (packaged)  ... 
BnjceMa  card  test  kit  without  antigen  ..... 
Brucela  eels  

Bnjcella  calls,  dried  

Bnicella  ring  test  antigen   

Brucella  nvanol  solution  ............................................ 

Oourine  CF  antigen   

Dourine  stabiiate   

Equine  and  bovina  origin  haroopaiaailic  anHaanana  

Equine  negaiiva  oonHral  CF  anllgan  

Eq  j  ne  origin  glar>ders  antiserum   

Fla^o-orange   , 

Glanders  CF  antigen  ^ 

HemoparasMic  disease  CF  antigens,  all  other  

LsfNospini  transport  madkaii  

Monoclonal  antibody   

Mycobacterium  spp  old  tuberculin   

Mycobacteria (r  spp  PPD  

Mycoplasma  hemaggiutir>ation  antigens  ........................ 


OVMrapp. 

nauuH  ongin 
Salmonella  pulonan 

Stabilates,  al 


any 


^  A  reagent  cuNurt  is  a  bacterial  culture  that  has  been  subcultured  one  or  more  times  after  being  tested  for  purity  and  klentity. 
H  ie  intended  for  use  as  a  reagent  with  a  diagnostic  test  such  as  the  leptospiral  microagglutination  test. 
^A  reterance  culture  is  a  bacterial  cuilure  that  has  been  thoroughly  tested  for  purity  and  identity.  It  should  be  suitable  as  a 
aaad  lof  fuhM  oiillms. 


(b)  Virology  reagents.  User  fees  for  vi- 
rology reagents  produced  by  the  Diag- 
nostic Virology  Laboratory  at  NVSL 
(excluding  FADDL)  or  at  authorized 
sites  are  listed  In  the  following  table. 


The  person  for  whom  the  service  is  pro- 

vided  and  the  person  requesting-  the 
service  are  jointly  and  severally  liable 
for  payment  of  these  user  fees  in  ac- 
cordance with  if 130.50  and  130.51. 
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User  fa* 

UnR 

$41.90 

2  ml. 

Avtan  antiserum  except  aviaui  Mhl 

23.00 

2  ml. 

9.25 

2  ml. 

AvIm  inHMfm  wMMiunu  sny  •»< 

53.75 

6  ml. 

8&00 

2inL 

CflH  OiNufV  

20.00 

RMk. 

Chlamydia  pstttad  spp.  of  Ofigin  ir 

47.25 

Panel. 

20.25 

1  ml. 

Diluted  positive  control  sannit  an| 

6.75 

2  ml. 

EquiM  aniisanim,  any 

12.25 

2ml. 

SI  .50 

TiNuaaaL 

37S0 

1  ml. 

1  ml 

1  tin. 

60.50 

2  mi 

425 

2  cm^  section. 

14.25 

1  ml. 

63.50 

0.6  ml. 

VhiMM  («Bcapl  wlawnca  wkuaaa),  cMamydia  psiitaci  agant.  or  chlamydia 

&S0 

aemL 

p<Mt>cl  WMBMi,  wty. 

(Approved  by  the  Office  of  Mana«:ement  and 
Budget  under  control  number  0579-0094) 

[63  FR  83794.  Oct.  7. 1908] 

9130.19  User  fees  for  other  veterinary 

diagnostic  services  or  materials 
provided  at  NVSL  (excluding 
FADDL). 

(a)  User  fees  for  other  voteriiuuT  dl- 
agnofltic  servloes  or  materials  avail- 


able from  NVSL  (excluding  FADDL) 
are  listed  in  the  following  table.  The 
person  for  whom  the  service  is  provided 
and  the  person  requestlni^  the  service 
are  jointly  and  severally  liable  for  pay- 
ment of  these  user  fees  in  accordance 
with  H  130.50  and  130.51. 


Antimicrobial  ausoapUbNlty  teat  

Avian  safety  test  

Check  tests,  anaplasma  complement  ttxatHXi 

Check  tests,  culture  

Ctwck  taste,  serology,  ail  other 
mn  uuvRW  miuiii  laiaiy  mi . 
Hourly  user  fee  services:  * 

Hour  


Quarter  hour .... 
Minimum  


Manual,  Bruceitosis  complement  taMion 

Manual.  Biuoeiloeis  cuHura   —  

Manual.  Tuberculosis  culture  (Englteh  or  Spanish)   

Manual  Veterman/  mycology       

Manual.  Anaplasmosis.  Johne  s  disease,  mycoplasma  hyopneumonia.  piroplasmosis,  dourine,  or 


Manuals  or  etandanJ  operating  pracadure  (SOP).  eN  other 
ManualeorSOP.psrpaga  ......... — 

TiaMng  (school  or  technical  aasManoe) 


$30.50 

2.701  75 
132.00 
88.00 
125.75 
673.50 

56.00 
14.00 
16.50 
134X> 
82.75 
79.25 
105  50 
21.25 

13.25 
2.00 
120.00 


Test. 
Kit'. 
Kit\ 


Hour. 

loopy. 

1  copy. 
1  copy. 
1  copy. 
1  copy. 

loopy. 
1 


^  Any  raagonis  required  for  the  chedc  test  WW  be  charged  sepsfBialy. 
2  For  veterinary  diagnostic  services  tor  which  there  Is  no  flat  nde  ueer  fee 

tual  time  required  to  provide  the  eervice. 


the  houily  ma  ueer  fee  mN  tie 


for  the  ao- 


(b)  [Reserved] 

f  Approved  by  the  Office  of  Manag-ement  and 
Budget  under  control  number  0579-0094) 

[63  FR  53796.  Oct.  7,  1998J 


§  130Ji0  User  fees  for  endorsing  ei^ort 
ewtiflcatoe* 

(a)  User  fees  for  the  endorsement  of 
export  health  certlfloatee  that  do  not 

require  the  verification  of  tests  or  vac- 
cinations are  listed  in  the  following 
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table.  The  user  fees  apply  to  each  ex- 
port health  certificate-'  endorsed  lor 
the  following  types  of  animals,  Mrds, 

or  animal  products,  regardless  of  the 
number  of  animals,  birds,  or  animal 
products  covered  by  the  certificate. 


Certificaie  categories 


Animal  and  nonanfcnal  produds  ....„.^...,.„.^ 

Hatching  eggs  .  

Pouttry,  including  slaughter  poultry  „.„...„.„.„„......„...„......„ 

Slaughter  antmoto  (asioipl  poiAy)  moving  to  Canada  or 


The  person  lor  whom  the  service  is  pro- 
vided and  the  person  requesting  the 
service  are  Jointly  and  seyerally  llaUe 
for  payment  of  these  user  fees  in  ac- 
cordance with  Si  130.50  and  130.51. 


User  lee 


OgL  1.2000- 
8opL30.2001 

Oct  1. 2001- 
SopL30i2002 

Oct.  1.2002- 
8flpl.30.2003 

BaghmninQ 
Oon.2003 

$30.00 

$30.00 

$31.00 

$32.00 

28  00 

28  00 

29  00 

30.00 

2800 

28.00 

29.00 

30  00 

32.00 

33.00 

34.00 

35.00 

22.00 

22.00 

23w00 

24.00 

fb^d)  User  fees  for  the  endorsement 
of  export  health  certificates  that  re- 
quire the  verification  of  tests  or  vac- 
cinations are  listed  in  the  following 
table.  The  user  fee?  apply  to  each  ex- 
port health  certilicate  endorsed  for 
animals  and  birds  depending  on  the 
number  of  animals  or  birds  covered  by 
the  certificate  and  the  number  of  tests 
or  vaccinations  required.  However, 


there  will  be  a  maximum  user  fee  of  12 
times  the  hourly  rate  user  fee  listed  in 
§  130.30(a)  of  this  part  for  any  single 
shipment.  The  person  for  whom  the 
service  is  provided  and  the  person  re- 
questing: the  service  are  jointly  and 
severally  liable  for  payment  of  these 
user  fees  in  accordance  with  the  provi- 
sions in  H  130.50  and  130.51. 


NumtMr  of  taiti  or  vaodnations  and  Nwnbar  of  an 
onlha'oartllciio 

imalsor 

User  fee 

Oct  1  2000- 
Sept.  30.  2001 

Oct.  1.  2001- 
Sept.  30.  2002 

Oct.  1 ,  2002- 
Sept.  30.  2003 

Beginning 
Oct.  1,  2003 

1-2  tests  or  vaccinations 

Nonslaughter  horses  to  Canada: 

$3&00 

$36.00 

$37.00 

$3BX)0 

4.00 

4.00 

425 

4.25 

Other  animals  or  birds: 

70.00 

72.00 

74.00 

76.00 

Each  additiorud  animal ............. 

4.00 

4.00 

425 

425 

3-6  tests  or  vaccinations 

aaoo 

86.00 

91.00 

04.00 

a75 

7.00 

7.00 

725 

7  or  more  tests  or  vaccinations 

First  animal   

•••••••*•«••*•**••«• *•*»•>«•«'•• »•« 

100.00 

103.00 

106.00 

109  00 

Each  additional  animal  

8.00 

8.25 

825 

8.50 

(2)  U  an  export  certificate  covers 
more  than  one  animal,  but  the  number 
of  tests  required  for  different  animals 
are  not  the  same,  the  user  fee  for  the 

certificate  is  the  fee  which  would  be 
due  If  all  the  animals  on  the  certificate 
required  the  same  number  of  tests  as 


*An  export  health  certificate  may  need  to 

be  endorsed  for  an  animal  l)eintr  exported 
from  the  United  Stales  if  the  country  to 
which  the  animal  is  being'  shipped  requires 
one.  APHIS  endoraes  export  health  oertlfl- 
cates  as  a  service. 


the  animal  which  requires  the  greatest 
number  of  tests. 

(c)  The  user  fees  prescribed  in  this 
section  will  not  apply  to  an  export 

health  certificate  if  the  export  health 

certificate  is  prepared  for  endorsement 
completely  at  the  site  of  the  inspection 
by  an  APHIS  veterinarian  in  the  course 


^An  export  health  certificate  majr  need  to 
be  endorsed  for  an  animal  beins?  exported 
from  the  United  States  of  the  country  to 
which  the  animal  is  bein^  shipped  requires 
one.  .^PHIft  endorses  export  health  certifi- 
cates as  a  service. 


773 


Digitized  by  Google 


§130.21 


9  CFR  Ch.  i  (1-1-03  Edition) 


of  performing  inspection  or  supervision 

services  for  the  animals  listed  on  the 
certificate,  and  an  APHIS  user  fee  is 
payable  under  §130.30  of  this  part  for 
the  inspection  or  supervision  services 
perfonned  by  tbe  veterinarian. 

(d)  If  a  service  must  be  conducted  on 
a  Sunday  or  holiday  or  at  any  other 
time  outside  the  normal  tour  of  duty  of 
the  employee,  then  reimbnrsable  over- 
time, as  provided  for  in  part  97  of  this 
chapter,  must  be  paid  for  each  service, 
in  addition  to  the  user  fee  listed  in  this 
section. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-0056) 

[57  FR  771,  Jan.  9.  1992.  as  amended  at  68  FR 

38958.  July  21,  1993.  RedrsiRnated  at  58  FR 

67655.  Dec.  22.  1993.  and  amended  at  58  FR 

67656.  Dec.  22.  1993;  61  FR  20434,  20486.  May  7. 
1996:  62  FR  61007.  Nov.  14.  1997:  63  FR  53796. 
Oct.  7,  1998;  64  FR  67700,  Dec.  3.  1999;  65  FR 
16124.  Mar.  27.  2000:  66  FR  62009.  Aug.  28.  2000; 
67  FR  48524.  July  25. 2002] 

§  130.21  [Reservedl 

8180.22   User  fees  for  inspection  serv- 
ices outside  the  United  States. 

(a)  If  inspection  services  (including 
inspection,  testing,  and  supervision 
services)  are  performed  outside  the 
United  States,  in  accordance  with  this 
title,  and  the  regulations  do  not  con- 
tain a  provision  for  payment  of  the 
cost  of  the  service,  the  person  request- 
ing the  service  must  pay  a  user  fee 
under  this  section. 

(b)  Any  person  who  wants  APHIS  to 
provide  inspection  services  outside  the 
United  States  must  contact  the  Animal 
and  Plant  Health  Inspection  Service, 
Veterinary  Services,  National  Center 
for  Import-Export,  47IX)  River  Road, 
Unit  38.  Riverdale.  Maryland  20737-1281, 
to  make  an  agreement. 

(c>  All  agreements  must  include  the 
following: 

(1)  Name,  mailing  address,  and  tele- 
phone number  of  either  the  i)erson  re- 
questing the  inspection  services,  or  his 
or  her  agent; 

(2)  Explanation  of  inspection  services 
to  be  provided,  including'  the  reirula- 
tions  in  title  9,  Code  of  Federal  Regula- 
tions which  provide  for  the  services: 

(3)  Date(s)  and  tlme(s)  the  inspection 
services  are  to  be  provided; 


(4)  Location  (including  street  ad- 
dress) where  Inspection  services  are  to 

be  provided: 

(5)  An  estimate  of  the  actual  cost,  as 
calculated  by  APHIS,  to  provide  the 
described  inspection  services  for  6 

months; 

(6)  A  statement  that  APHIS  agrees  to 
provide  the  inspection  services; 

(7)  A  statement  that  the  person  re- 
questinpT  the  inspection  services,  or,  if 
appropriate,  his  or  her  agent,  agrees  to 
pay,  at  the  time  the  agreement  is  en- 
tered into,  a  user  fee  equal  to  tlie  e«tl- 
mated  cost  of  providing  the  described 
inspection  services  for  6  months;  and 

(8)  A  statement  that  the  person  re- 
questing the  inspection  services,  or,  if 
appropriate,  his  or  her  agent,  agrees  to 
maintain  a  user  fee  payment  account 
equal  to  the  cost  of  providing  the  de- 
scribed inspection  services  for  6 
months,  as  calculated  monthly  by 
APHIS. 

(d)  APHIS  will  enter  into  an  agree- 
ment only  if  qualified  personnel  can  be 
made  available  to  provide  the  Inm^eo- 
tion  services. 

(e)  An  agreement  can  be  terminated 
by  either  party  on  80  day«  written  no- 
tice. 

(f)  If,  at  the  time  an  a^aeement  is 
terminated,  any  unobligated  funds  re- 
main in  the  user  Dm  payment  account, 

APHIS  will  refund  the  funds  to  the  per- 
son who  requested  the  inspection  serv- 
ices, or  his  or  her  agent. 

[57  FR  771,  Jan.  9,  1992.  Redesignated  at  58 
FR  67655,  Dec.  22.  1903;  50  FR  67817.  Deo.  20. 
1994] 

HiaOL28-l»KW  [Besemd] 

§130.30  Hourly    rate    and  minimum 
user  fees. 

(a)  User  fees  for  import-  or  export-re- 

lated  veterinary  services  listed  in  para- 
graphs <a)(l)  through  (a)(13)  of  this  sec- 
tion, except  those  services  covered  by 
flat  rate  user  fees  elsewliere  in  tliis 
part,  will  be  calculated  at  the  hourly 
rate  listed  in  tlie  following  table  for 
each  employee  required  to  perform  the 
service.  The  person  for  whom  the  serv- 
ice is  provided  and  the  person  request- 
ing the  service  are  jointly  and  sever- 
ally liable  for  payment  of  these  user 
fees  in  accordance  with  H  130.50  and 
130.51. 
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User  tee 

Oct  1,  2000- 
Sepl.  30,  2001 

Oct  1,  2001- 
SepL  30,  2002 

Oct.  1.  2002- 
Sepl.  30.  2003 

Bednnino 
Oct  1.2003 

Hourly  rate; 

QUArtsf  houf  ■••«•■••«•••••••■*•■•••••»«•••••••»••.«■■■■«•■*•••■.«■•■••■•• 

$76.00 
19.00 
23.00 

S80  00 
20.00 
24.00 

S84  00 
21.00 
24j00 

$84  00 
21.00 
2&00 

(1)  Providing:  .sendees  to  live  animals 
for  import  or  entry  at  airports,  ocean 
porta,  and  rail  ports. 

(2)  Conducting  inspections,  inclading 
laboratory  and  facility  inspections,  re- 
quired to  obtain  permits,  either  to  im- 
port animal  products,  aquaculture 
products,  organisms  or  vectors,  or  to 
maintain  compliance  with  import  per- 
mits. 

(3)  Obtaining  samples  required  to  be 
tested,  either  to  obtain  import  permits 
or  to  ensure  compliance  with  import 

permits. 

(4)  Providinff  services  for  imported 
birds  or  ratites  that  are  not  snbject  to 

quarantine. 

(5)  Supervising  tiie  opening  of  in- 
bond  shipments. 

(6)  Providing  services  for  in-bond  or 
in-transit  animals  to  exit  the  United 
States. 

(7)  Inspecting  an  export  isolation  fa- 
cility and  the  animals  in  it 

(8)  Supervising  animal  or  bird  rest 
periods  prior  to  export. 


(9)  Supervising  loading  and  unloading 
of  animals  or  birds  for  export  sliip- 
ment. 

(10)  Inspecting  means  of  conveyance 
used  to  export  animals  or  birds. 

(11)  Conducting   inspections  under 

part  156  of  this  chapter. 

(12)  Inspecting  and  appioviug  an  arti- 
ficial insemination  center  or  a  semen 
collection  center  or  the  animals  in  it. 

(13)  Providing  other  import-or  ex- 
port-related veterinary  services  for 
which  there  is  no  flat  rate  user  fee 
specified  elseWhere  in  this  part. 

(b)  When  do  I  pay  an  additional 
amount  for  employee(s)  workinq  overtime? 
You  must  pay  an  additional  amount  if 
you  need  an  APHIS  employee  to  work 
on  a  Sunday,  on  a  holiday,  or  at  any 
time  outside  the  normal  tour  of  duty  of 
that  employee.  Instead  of  paying  the 
hourly  rate  user  fee,  you  pay  the  rate 
listed  in  the  following  table  for  each 
employee  needed  to  get  the  work  done. 


Overtime  rates  (outside  the  einpioyee's  rtomnal  tour  of  duty) 

Premium  rate  user  fee 

Oct  1.2000- 
8M90.2001 

Oct  1.2001- 
8«|)t30.|2002 

Oct  1.2002- 
S8IM.30.2003 

Baginning 
Oct  1,2003 

Premium  hourly  rate  Monday  through  Saturday  and  holi- 

days 

$88.00 

$92.00 

$96.00 

$100.00 

22.00 

23,00 

24,00 

28.00 

Premium  hourty  mm  for  Sundays: 

104.00 

104.00 

108.00 

112.00 

28.00 

28.00 

27.00 

28.00 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  nomben  0S79-0056  and 

0579-0094) 

[65  FB  S20Q0,  Aug.  28,  2000] 
Mia0^1-18(U8  [Beeerved] 

S  130.49  Exemptions. 

(a)  Veterinary  diagnostics.  User  fees 
for  veterinary  diagnostic  services,  in- 
cluding, but  not  limited  to.  teats  and 
diagnostic  reagents  specified  in  §§130.14 


througrh  130.19,  are  not  charged  under 

the  foiiowlner  conditions: 

(1)  When  veterinary  diagncstlc  serv- 
ices are  provided  in  connection  with 
Federal  programs  to  control  or  eradi- 
cate diseases  or  pests  of  livestock  or 
poultry  in  the  United  States  (program 
diseases);  ' 

(2)  When  veterinary  diagnostic  serv- 
ices are  provided  in  support  of  zoonotic 
disease  surveillance  when  the  Adminis- 
trator has  determined  that  there  is  a 
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significant  threat  to  human  health; 
and 

(3)  When  \«if  rinary  diagnostic  re- 
agents are  dustributed  within  the 
United  States  for  testing  for  foreign 
animal  diseases. 

(b)  [Reserved] 

[62  FR  61007,  Nov.  14,  1997,  as  amended  at  63 
FR  68796.  Oct.  7, 1996] 

§  130.50    Payment  of  user  fees. 

(a)  Who  must  pay  APHIS  user  fees? 
Any  person  for  whom  a  service  is  pro- 
vided related  to  the  Importation, 
entry,  or  exportation  of  an  animal,  ar- 
ticle, or  means  of  conveyance  or  re- 
lated to  veterinary  diagnostics,  and 
any  person  requestinflr  saoh  service, 
shall  be  jointly  and  severally  liable  for 
payment  of  fees  assessed. 

(b)  Associated  charges — (1)  Reservation 
fee.  Any  reservation  fee  paid  by  an  im- 
p<Mrter  under  iMurt  93  of  this  chapter  will 
be  applied  to  the  APHIS  user  fees  spec- 
ified in  §S  130.2  and  130.3  for  animals  or 


birds  quaiantined  in  an  animal  import 
center. 

(2)  Special  handling  expenses.  The  user 
fees  in  this  part  do  not  include  any 
costs  that  may  be  incurred  due  to  spe- 
cial mail  handllngr.  including,  but  not 
limited  to.  pxprpss.  overnlt?ht.  or  for- 
eigri  mailinii.  If  any  service  requires 
special  mail  handling,  the  user  must 
pay  all  costs  incurred,  in  addition  to 
the  user  fee  for  the  service. 

(3)  When  do  I  pay  an  additional 
amount  for  employ ee(s)  working  overtime? 
Ton  must  pay  an  additional  amount  if 
you  need  an  APHIS  employee  to  work 
on  a  Sunday,  on  a  holiday,  or  at  any 
time  outside  the  normal  tour  of  duty  of 
that  employee.  You  pay  Idie  amount 
specified  in  paragraphs  (b)(3)  (i)  or  (11), 
as  relevant,  for  each  employee  needed 
to  get  the  work  done. 

(i)  What  addiUonal  canount  do  I  pay  if 
I  receive  a  flat  rate  user  fee  service?  In 
addition  to  the  flat  rate  user  fee(s).  you 
pay  the  overtime  rate  listed  in  the  fol- 
lowing table  for  each  employee  needed 


to  get  the  work  done: 
Overtime  for  Flat  Rate  User  F^es 


Outside  of  the  employ- 
ee's normal  tour  of  duty 

Overtlma  niaa  (par  fwur) 

Aug.  11, 
200^-S6pt. 
30.2002 

Oct.  1. 
2002^S8p(. 
30.2003 

OCLI, 
aO09-8a|it 
30.  2004 

Oct  1. 
2004-Saat. 
30.2006 

Beginning 
0011,2006 

Rate  for  inspectioti.  lesl- 

t^ortday-Saturday  and 

$45.00 

$4€.CI0 

$48.00 

$49.00 

$51.00 

ing.  certification  or 

hoMays. 

quarantiiM  of  animatai,' 

animal  produdi  or 
oViar  cofiHiiodMias.' 

50.00 

61.00 

93.00 

66.00 

87.00 

Ra'H  f;jt  ..ommercial  air- 

Monday-Saturday  and 

a&oo 

37.00 

39.00 

40.00 

41.00 

lirte  irtspectKKi  serv- 
icaa.4 

fiolidays. 

Sundays   

48  00 

49  00 

51  00 

53,00 

55  00 

^  Minimum  charge  of  2  hours,  unless  pertormed  on  the  employee  s  regular  workday  and  performed  in  direct  continuation  of  the 
raaular  workday  or  begun  withm  an  hour  of  the  regular  workday. 

*W^en  the  2-hour  minimum  applies,  you  may  need  to  pay  commuted  travel  time.  (See  §97.1(b}  of  this  ciMpter  for  spadAc  In- 
formation about  commuted  travel  time.) 

3  See  §97.1  (a)  of  this  chapter  or  7  CFR  354.3  for  details. 

^Saa  f  97.1(aH9)  of  this  dwplar  tor  dalalla. 


(li)  What  amount  do  I  pay  if  I  receive 
an  hourly  rate  user  fee  service?  Instead  of 
paying  the  normal  hourly  rate  user  fee 
under  §  130.30(a).  you  pay  the  premium 
rate  listed  in  §  130.30(b)  for  each  em- 
ployee needed  to  get  the  work  done. 

(c)  When  are  APHIS  user  fees  diie?~{l) 
Animal  and  bird  quarantine  and  related 
tests.  User  fees  specified  in  §§130.2,  130.3, 
130.5.  130.10,  and  tests  specified  in 
if  130.14  through  130.19  for  animals  and 


birds  in  an  Animal  Import  Center  or 
privately  operated  permanent  or  tem- 
porary import  qtmrantine  facilities,  in- 
cluding user  fees  for  tests  conducted  on 
these  animals  or  birds,  must  be  paid 
prior  to  the  release  of  those  animals  or 
birds  from  quarantine. 

(2)  Supervision  and  inspection  services 
for  export  amnuils,  aninuxl  products.  User 
fees  for  supervision  and  inspection 
services  specified  in  §130.30  must  be 
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paid  when  billed,  or,  if  covered  by  a 
compliance  agreement  signed  in  ac- 
cordance with  this  chapter,  must  be 
paid  when  specified  In  the  agreement. 

(3)  Export  health  certificates.  User  fees 
for  export  health  certificates  specified 
in  §130.20  must  be  paid  prior  to  receipt 
of  endorsed  certificates  unless  APHIS 
determines  that  the  user  has  estab- 
lished an  acceptable  credit  history,  at 
which  time  payment  may,  at  the  op- 
tion of  the  user,  be  made  when  billed. 

(4)  Veterinary  diagnostics.  User  fees 
specified  in  §§130.14  through  130.19  for 
veterinary  diagnostic  services,  such  as 
tests  on  samples  submitted  to  NVSL  or 
FADDL,  diagnostic  reagents,  slide  sets, 
tissue  sets,  and  other  veterinary  diag- 
nostic services,  must  be  paid  when  the 
veterinary  diagnostic  service  is  re- 
quested, unless  APHIS  determines  that 
the  user  has  established  an  acceptable 
credit  history,  at  which  time  payment 
may,  at  the  option  of  the  user,  be  made 
when  billed. 

(5)  Other  user  fee  services.  User  fees 
specified  in  §§130.6,  130.7,  130.8.  and 
130.30  must  be  paid  when  service  is  pro- 
vided (for  example  when  live  animals 
are  inspected  when  presented  for  im- 
portation at  a  port  of  entry),  unless 
APHIS  determines  that  the  user  has  es- 
tablished an  acceptable  credit  history, 
at  which  time  payment  may,  at  the  op- 
tion of  the  user,  be  made  when  billed. 

(d)  What  payment  methods  are  accept- 
able? Payment  must  be  for  the  exact 
amount  due  and  may  be  paid  by: 

(1)  Cash,  will  be  accepted  only  during 
normal  business  hours  if  payment  is 
made  at  an  APHIS  office''  or  an  Animal 
Import  Center; 

(2)  All  types  of  checks,  including 
traveler's  checks,  drawn  on  a  U.S.  bank 
in  U.S.  dollars  and  made  payable  to  the 
U.S.  Department  of  Agriculture  or 
USDA: 

(3)  Money  orders,  drawn  on  a  U.S. 

bank  in  U.S.  dollars  and  made  payable 
to  the  U.S.  Department  of  Agriculture 
or  USDA;  or 


list  of  APHIS  oCfices  and  Animal  Im- 
port Centers  that  accept  cash  or  credit  cards 
may  be  obtained  from  the  Animal  and  Plant 
Health  Inspection  Service,  Veterinary  Serv- 
ices. Nattcmal  Center  for  Import  and  Export, 
4700  River  Road  Unit  38,  Biverdale.  MD  30338- 
1231. 


(4)  Credit  cards  (VISAtm  and 
MasterCardTM)  if  payment  is  made  at 
an  Animal  Import  Center  or  an  APHIS 
office  that  Is  equipped  to  process  credit 
cards.'' 

[63  FR  53796.  Oct.  7.  1998.  a.s  amended  at  64  PR 
67700.  Dec.  3,  1999:  65  FR  52010.  Aug.  28.  2000; 
67  FR  48524.  July  25.  2002] 

§130.51   Penalties  for  wmpmywaiBiA  or 
late  payment. 

(a)  Unpaid  debt.  If  any  person  for 
whom  the  service  is  provided  falls  to 
pay  when  due  any  debt  to  APHIS,  in- 
cluding any  user  fee  due  under  7  CFR 
chapter  HI  or  chapter  I  of  this  title, 
then: 

(1)  Subsequent  user  fee  payments.  Pay- 

ment  must  be  made  for  subsequent  user 
fees  before  the  service  is  provided  if: 

(1)  For  unbilled  fees,  the  user  fee  is 
unpaid  60  days  after  the  date  the  perti- 
nent reg^ulatory  provision  indicates 
payment  is  due: 

(ii)  For  billed  fees,  the  user  fee  is  un- 
paid 60  dasrs  after  date  of  bill; 

(ill)  The  person  for  whom  the  service 
is  provided  or  the  person  requesting 
the  service  has  not  paid  the  late  pay- 
ment penally  or  interest  on  any  delin- 
quent APHIS  user  fee;  or 

(iv)  Payment  has  been  dishonored. 

(2)  Resolution  of  difference  betiveen  es- 
timate and  actual.  APHIS  will  estimate 
the  user  fee  to  he  paid;  any  difference 
between  the  estimate  and  the  actual 
amount  owed  to  APHIS  will  be  resolved 
as  soon  as  reasonably  possible  fol- 
lowingr  the  delivery  of  the  service,  with 
APHIS  returnine:  any  excess  to  the 
payor  or  billing  the  payor  for  the  addi- 
tional amount  due. 

(8)  Prepayment  form.  The  prepayment 
must  he  in  guaranteed  form,  such  as 
money  order,  certified  check,  or  cash. 
Prepayment  in  guaranteed  form  will 
continue  until  the  debtor  pays  the  de- 
linquent debt. 

(4)  Denied  service.  Service  will  be  de- 
nied until  the  debt  is  paid  if: 

(1)  For  unbilled  fees,  the  user  fee  is 
unpaid  90  days  after  date  the  pertinent 
regulatory  jirovision  indicates  payment 
is  due; 

(ii)  For  billed  fees,  the  user  fee  is  un- 
paid 90  days  after  date  of  bill; 

(iiit  The  person  for  whom  the  service 
is  provided  or  the  person  requesting 
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the  service  has  not  iMdd  the  late  pay- 
ment penalty  or  interest  on  any  delin- 
quent APHIS  user  fee;  or 
(iv)  Payment  has  been  dishonored. 

(b)  Unpaid  debt  during  service.  If 
APHIS  is  in  the  process  of  providing  a 
service  for  which  an  APHIS  user  fee  is 
due.  and  the  user  has  not  paid  the  fee 
within  the  time  required,  or  if  the  pay- 
ment offered  by  the  user  is  inadequate 
or  unacceptable,  then  APHIS  will  take 
the  following  action: 

(1)  Animals  or  birds  in  quarantine.  If  an 
APHItj  user  fee  specified  in  §130.2  or 
(130.3  is  due  for  animals  or  birds  in 
quarantine  at  an  animal  import  center 
or  at  a  privately  operated  import  quar- 
antine facility,  APHIS  will  not  release 
them. 

(2)  Export  health  certificate.  If  an 
APHIS  user  fee  specified  in  §130.20  Is 
due  for  an  export  health  certificate, 
APHIS  will  not  release  the  certificate. 

(8)  Veterinary  diagnostics,  if  an  APHIS 
user  fee  specified  iti  §§130.14  through 
130.19  is  due  for  a  veterinary  diagnostic 
test  or  service,  APHIS  will  not  release 
the  test  result,  any  endorsed  certifi- 
cate, or  any  other  veterinary  diaar- 
nostic  service. 

(c)  Late  payment  penalty.  If  for 
unbilled  user  fees,  the  user  fees  are  un- 
paid 30  days  after  the  date  the  perti- 
nent regulatory  provisions  indicates 
payment  is  due,  or  If  billed,  are  unpaid 
30  days  after  the  date  of  the  bUl, 
APHIS  will  impose  a  late  payment  pen- 
alty and  interest  charges  in  accordance 
with  81  U.S.C.  3717. 

(d)  Dishonored  payment  penalties.  User 
fees  paid  with  dishonored  forms  of  pay- 
ment, such  as  a  check  returned  for  in- 
su£ficient  funds,  will  be  subject  to  in- 
terest and  penalty  charges  in  accord- 
ance with  30  U.S.C.  3717.  Administra- 
tive charges  will  be  assessed  at  $20.00 
per  dishonored  payment  to  be  paid  in 
addition  to  the  original  amount  owed. 
Payment  must  be  in  g-uaranteed  form, 
such  as  cash,  money  order,  or  certified 
check. 

(e)  Debt  collection  management.  In  ac- 
cordance with  the  Debt  Collection  Im- 
provement Act  of  1996,  the  following 
provisions  apply: 


(1)  Taxpayer  identification  number. 
APHIS  will  collect  a  taxpayer  identi- 
fication number  from  all  persons,  other 
than  Federal  agencies,  who  are  liable 
for  a  user  fee.   

(2)  AdminietraUve  offset.  APHIS  will 
notify  the  Department  of  Treasury  of 
debts  that  are  over  180  days  delinquent 
for  the  purposes  of  administrative  off- 
set. Under  administrative  ofCset,  the 
Department  of  Treasury  will  withhold 
funds  payable  by  the  United  States  to 
a  person  (i.e..  Federal  income  tax  re- 
funds) to  satisfy  the  debt  to  APHIS. 

(3)  Cross-servichm,  i^HIS  will  trans- 
fer debts  that  are  over  180  days  delin- 
quent to  the  Department  of  Treasury 
for  cross-serviclngr.  Under  cross-serv- 
icing, the  Department  of  Treasury  will 
collect  debts  on  behalf  of  APHIS.  Ex- 
ceptions will  be  made  for  debts  that 
meet  certain  requirements,  for  exam- 
ple, debts  that  are  already  at  a  colleo- 
tlon  aerency  or  in  payment  plan. 

(4)  Report  delinquent  debt.  APHIS  will 
report  all  unpaid  debts  to  credit  report- 
ing bureaus. 

(f)  Animals  or  birds  abandoned  after 
quarantine  at  an  animal  import  center. 
Animals  or  birds  left  In  quarantine  at 
an  animal  import  center  for  more  than 
30  days  after  the  end  of  the  required 
quarantine  period  will  be  deemed  to  be 
abandoned. 

(1)  After  APHIS  releases  the  aban- 
doned animals  or  birds  from  quar- 
antine, APHIS  may  seize  them  and  sell 
or  otherwise  dispose  of  them,  as  deter- 
mined by  the  Administrator,  provided 
that  their  sale  is  not  contrary  to  any 
Federal  law  or  regulation,  and  may  re- 
cover all  expenses  of  handling  the  ani- 
mals or  birds  from  the  proceeds  of  their 
sale  or  disposition. 

(2)  If  animals  or  birds  abandoned  in 
quarantine  at  an  animal  import  center 
canjiot  be  released  from  quarantine, 
APHIS  may  seize  and  dispose  of  them, 
as  determined  by  the  Administrator, 
and  may  recover  all  expenses  of  han- 
dling the  animals  or  birds  firom  the 
proceeds  of  their  disposition  and  from 
persons  liable  for  user  fees  under 
§  130.50(a). 

[63  FR  53797,  Oct.  7.  1998] 
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Sori'.cK:  36  FR  23112.  Dec.  8,  1971,  unless 
otherwise  noted.  Redesignated  at  44  FR  61586, 
Oct.  26, 1979. 

Subpart  A— Gonerol  Provisions 

§  145.1  Defmitions. 

Words  used  in  this  part  in  the  sin- 
gular form  shall  be  deemed  to  import 
the  plural,  and  vice  versa,  as  the  case 
may  demand.  Except  where  the  context 
otherwise  requires,  for  the  purposes  of 
tliie  part  the  followlxig  terms  sliall  be 
construed,  respectively,  to  mean: 

Administrator.  The  Administrator. 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorised  to 
act  for  the  Administrator. 

Affiliated  flockowner.  A  flockowner 
who  is  participating  in  the  Plan 
through  an  agreement  with  a  partici- 
pating hatchery. 

Animal  and  Plant  Health  Inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service  of  the  U.S.  Depart- 
ment  of  Agriculture. 

Authorised  Agent.  Any  person  des- 
ignated under  §  145.11(a)  to  peilorm 
ftmctlons  under  this  part. 

Authorized  laboratory.  A  laboratory 
designated  by  an  Official  State  Agency, 
subject  to  review  by  the  Service,  to 
perform  the  blood  testing  and  bacterio- 
logical examinations  provided  for  In 
this  part.  The  Service's  review  will  in- 
clude, but  will  not  necessarily  be  lim- 
ited to,  checking  records,  laboratory 
protocol,  check-test  proficiency,  peri- 
odic duplicate  samples,  and  peer  re- 
view. A  satisfactory  review  will  result 
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In  the  authorized  laboratory  being  rec- 
ogDixieA  by  the  Service  as  a  nationally 

approved  laboratory  qualified  to  per- 
form the  blood  testin^^  and  bacterio- 
logical examinations  provided  for  in 
this  part. 

Baby  poultry.  Newly  hatched  poultry 
(chicks,  poults,  ducklings,  godings, 
keets,  etc.). 

Colon  bacittt.  For  the  purpose  of  this 

chapter,  those  organisms  which  are 
gram  negative,  non  spore-forming  ba- 
cilli, which  ferment  lactose  with  gas 
formation,  and  serve  as  an  index  of 
fecal  contamination. 

Dealer.  An  individual  or  business  that 
deals  in  commerce  in  hatching  eggs, 
newly-hatched  poultry,  and  started 
poultry  obtained  from  breeding  flocks 
and  hatcheries.  This  does  not  include 
an  individual  or  business  that  deals  in 
commerce  in  buying  and  selling  poul- 
try for  slaughter  only. 

Department.  The  U.S.  Department  of 
Agriculture. 

Domesticated.  Propagated  and  maln- 
taiii*  (1  under  the  control  of  a  person. 

Equivalent  or  equivalent  requirements. 
Requirements  which  are  equal  to  the 
program,  conditions,  criteria,  or  classi- 
fications with  which  compared,  as  de- 
termined by  the  Official  State  Agency 
and  with  the  concurrence  of  the  Serv- 
ice. 

Exposed  (Exposure).  Contact  with 
birds,  equipment,  personnel,  supplies, 
or  any  article  infected  with,  or  con- 
taminated by,  communicable  poultry 
disease  organisms. 

Flock — (1)  .4s  applied  to  breeding.  All 
I>oultry  of  one  kind  of  mating  (breed 
and  variety  or  combination  of  stocks) 
and  of  one  classification  on  one  farm; 

(2)  As  applied  to  disease  control.  All  of 
the  poultry  on  one  farm  except  that,  at 
the  discretion  of  the  Official  State 
Agency,  any  group  of  poultry  which  is 
segregated  from  another  group  and  has 
been  so  segregated  for  a  period  of  at 
least  21  days  may  be  considered  as  a 
separate  flock. 

Fluff  sample.  Feathers,  shell  mem- 
brane, and  other  debris  resulting  from 
the  hatching  of  poultry. 

Fowl  typhoid  or  typhoid.  A  disease  of 
poultry  caused  by  Salmonella 
gallinarum. 

Franchise  breeder.  A  breeder  who  nor- 
mally sells  products  under  a  specific 


strain  or  trade  name  and  who  author- 
ises otiier  hatcheries  to  produce  and 
sell  products  under  this  same  strain  or 

trade  name. 

Franchise  hatchery.  A  hatchery  which 
has  been  authorised  by  a  firaadiise 
breeder  to  produce  and  sell  products 
under  the  breeder's  strain  or  trade 
name. 

Hatchery.  Hatchery  equipment  on  one 
premises  operated  or  controlled  by  any 
person  for  the  production  of  baby  poul- 
try. 

Independent  flock.  A  flock  that  pro- 
duces hatchinff  eggs  and  that  has  no 
ownership  affiliation  with  a  q;>eciflc 

hatchery. 

Infected  flock.  A  flock  in  which  an  au- 
thorized laboratory  has  discovered  one 

or  more  birds  infected  with  a  commu- 
nicable poultry  disease  for  which  a  pro- 
gram has  been  established  under  the 
Plan. 

Midlay.  Approximately  2-8  months 

after  a  flock  begins  to  lay  or  after  a 
molted  Hock  is  put  back  into  produc- 
tion. 

MuiUpUer  breeding  flock.  A  flock  that 

is  intended  for  the  production  of  hatch- 
ing eggs  used  for  the  purpose  of  pro- 
ducing progeny  for  conamercial  egg  or 
meat  production  or  for  other  non- 
breeding  purposes. 

Official  State  Agency.  The  State  au- 
thority recognized  by  the  Department 
to  cooperate  in  the  administration  of 
the  Plan. 

Official  supervision — (1)  As  applied  to 
Plan  programs.  The  direction,  inspec- 
tion, and  critical  evaluation  by  the  Of- 
ficial state  Agency  of  compliance  with 
the  provisions  of  the  Plan: 

(2)  As  applied  to  non-Plan  but  equiva- 
lent State  potdtry  improvement  program. 
The  direction,  inspection,  and  critical 
evaluation  by  an  officer  or  agency  of  a 
State  government,  of  compliance  with 
a  publicly  announced  State  poultry  im- 
provement program. 

Person.  A  natural  person,  firm,  or 
corporation. 

Plan.  The  provisions  of  the  National 
Poultry  Improvement  Plan  contained 
in  this  part. 

Poultry.  Domesticated  fowl,  including 
chickens,  turkeys,  ostriches,  emus, 
rheas,  cassowaries,  waterfowl,  and 
game  birds,  except  doves  and  pigeons. 
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which  ai  e  bred  for  the  primary  irarpose 
of  producing-  eggs  or  meat. 

Primary  breeding  flock,  A  flock  com- 
posed Of  one  or  more  generations  that 
is  maintained  for  the  purpose  of  estab- 
lishing, continuing,  or  impro^rlng  par- 
ent lines. 

Prodvcta.  Poultry  breeding  stock  and 
hatching  eggs,  haby  poultry,  and  start- 
ed poultry. 

Program.  Management,  sanitation, 
testing,  and  monitoring  procedures 
which,  if  complied  with,  will  qualify, 
and  maintain  qualification  for,  des- 
ignation of  a  Hock,  products  produced 
from  the  flock,  or  a  state  by  an  official 
Plan  classification  and  illustrative  de- 
sign,  as  described  In  {145.10  of  this 
part. 

Public  exhibition.  A  public  show  of 
poultry. 

PuUorum  disease  or  pullorum.  A  dis- 
ease of  poultry  caused  by  Salmonella 
pullorum. 

Reactor.  A  bird  that  has  a  positive  re- 
action  to  a  test,  required  or  rec- 
ommended in  part.s  145  or  147  of  this 
chapter,  for  any  poultry  disease  for 
whi<^  a  program  has  been  established 
under  the  Plan. 

Salmonella.  Any  bacteria  belonering-  to 
the  genus  Salmonella,  including  the  ar- 
isona  group. 

Sanitize.  To  treat  with  a  product 
which  is  registered  by  the  Environ- 
mental Protection  Agency  as  germi- 
cidal, fnngicidal,  peendomonocidal,  or 
tuberculocidal.  in  accordance  with  the 
specifications  for  use  as  shown  on  the 
label  of  each  product.  The  Official 
State  Agency,  with  the  concurrence  of 
the  Service,  shall  approve  each  product 
or  procedure  according  to  its  specified 
usage. 

Service.  The  Animal  and  Plant  Health 

Inspection  Service.  Veterinary  Serv- 
ices, of  the  Department. 

Serial.  The  total  quantity  of  com- 
pleted product  which  has  been  thor- 
oughly mixed  in  a  single  container  and 
identified  by  a  serial  number. 

Sexual  Maturity.  The  average  age  at 
which  a  species  of  poultry  is  bio- 
logically capable  of  reproduction. 

Started  poultry.  Young  poultry 
(chicks,  pullets,  cockerels,  capons, 
poults,  ducklings,  goslings,  keets*  etc.) 
that  have  been  fed  and  watered  and  are 
less  than  6  months  of  age. 


State.  Any  State,  the  District  Of  Co- 
lumbia, or  Puerto  Rico. 

State  Inspector.  Any  person  employed 
or  authorized  under  S  145.11(b)  to  per- 
form functions  under  this  part. 

Stock.  A  term  used  to  identify  the 
progeny  of  a  specific  breeding  combina- 
tion within  a  species  of  poultry.  These 
breeding  combinations  may  include 
pure  strains,  strain  crosses,  breed 
crosses,  or  combinations  thereof. 

Strain.  Poultry  breeding  slock  bear- 
ing a  given  name  produced  by  a  breeder 
througrh  at  least  five  generations  of 
closed  flock  breeding". 

Succeeding  Jlock.  A  flock  brought  onto 
a  premises  during  the  12  months  fol- 
lowing removal  of  an  Infected  flock. 

Suspect  flock.  A  flock  shall  be  consid- 
ered, for  the  purposes  of  the  Plan,  to  be 
a  suspect  flock  if  any  evidence  exists 
that  It  has  been  exposed  to  a  commu- 
nicable poultry  disease. 

Trade  name  or  number.  A  name  or 
number  compatible  with  State  and 
Federal  laws  and  regulations  applied  to 
a  specified  stock  or  product  thereof. 

[36  FR  23112.  Dec.  3.  1971.  as  amended  at  38 
FR  13706.  May  24.  1973;  41  FR  14256,  Apr.  2, 
1976;  41  FR  48723.  Nov.  5.  1978.  Redesigiiated 
at  44  FR  G158fi.  Oct.  26,  1979.  and  amended  at 
47  FR  21991.  May  20.  1982;  49  FR  19602,  May  10. 
1984;  SO  FR  19898,  May  13.  1985;  54  FR  23954. 
June  5.  1989;  57  FR  .57340.  Dec.  4.  1992;  59  FR 
12798.  Mar.  18.  1994;  63  FR  40009.  July  27.  1998; 
65  FR  8016.  Feb.  17.  2000;  67  FR  8468.  Feb.  25, 
2002] 

§  145^  Administration. 

(a)  The  Department  cooperates 
through  a  Memorandum  of  Under- 
standing with  Official  SUtte  Agencies 

in  the  administration  of  the  Plan. 

(b)  The  administrative  procedures 
and  decisions  of  the  Official  State 

Agency  are  subject  to  review  by  the 
Service.  The  Official  State  Agency 
shall  carry  out  the  admiulstration  of 
the  Plan  within  the  State  according  to 

the  applicable  provisions  of  the  Plan 
and  the  Memorandum  of  Under- 
standing. 

(c)  An  Official  State  Agency  may  ac- 
cept for  participation  an  affiliated 
flock  located  In  another  State  under  a 
mutual  understanding  and  agreement, 
in  writing,  between  taie  two  QfDoial 
State  Agencies  regarding  conditions  of 
participation  and  supervision. 
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(d)  The  Official  State  Agency  of  any 
State  may,  except  as  limited  by 
§  145.3(d),  adopt  regulations  applicable 
to  the  administration  of  the  Plan  in 
such  State  further  defining  the  provi- 
sions of  the  Plan  or  establishing  higher 
standards  compatible  with  the  Plan. 

(e)  An  authorized  laboratory  of  the 
National  Poultry  Improvement  Plan 
will  follow  the  laboratory  protocols 
outlined  in  part  147  of  this  chapter 
when  determining  the  status  of  a  par- 
ticipating flock  with  respect  to  an  offi- 
cial Plan  classification. 

(Approved  by  the  Office  of  Management  and 
Budffet  under  control  number  0579-0007) 

[36  FR  23112.  Dec.  3.  1971.  Redesignated  at  44 
FR  61586.  Oct.  26.  1979.  and  amended  at  48  FR 
57473,  Dec.  30,  1983:  67  FR  8468.  Feb.  25,  2002J 

a  145.3  Participation. 

(a)  Any  person  producing  or  dealing 
in  products  may  participate  in  the 
Plan  when  he  has  demonstrated,  to  the 
satisfaction  of  the  Official  State  Agen- 
cy, that  his  facilities,  personnel,  and 
practices  are  adequate  for  carrying  out 
the  applicable  provisions  of  the  Plan, 
and  has  sig^ied  an  agreement  with  the 
Official  State  Agency  to  comply  with 
the  general  and  the  applicable  specific 
provisions  of  the  Plan  and  any  regula- 
tions of  the  Official  State  Agency 
under  §145.2.  Affiliated  flockowners 
may  participate  without  signing  an 
agreement  with  the  Official  State 
Agency. 

(b)  Each  participant  shall  comply 
with  the  Plan  throughout  the  oper- 
ating year  of  the  Official  State  Agency, 
or  until  released  by  such  Agency. 

(c)  A  participant  in  any  State  shall 
participate  with  all  of  his  poultry 
hatching  egg  supply  flocks  and  hatch- 
ery operations  within  such  State.  He 
shall  report  to  the  Official  State  Agen- 
cy on  VS  Form  9—2  (formerly  NPIP 
Form  3B)  or  through  other  appropriate 
means  each  breeding  flock  before  the 
birds  reach  24  weeks  of  age  or,  in  the 
case  of  ostriches,  emus,  rheas,  casso- 
waries, before  the  birds  reach  20 
months  of  age.  This  report  will  include: 

(1)  Name  and  address  of  flockowner; 

(2)  Flock  location  and  designation; 

(3)  Type:  Primary  or  Multiplier; 

(4)  Breed,  variety,  strain,  or  trade 
name  of  stock; 

(5)  Source  of  males; 


(6)  Source  of  females; 

(7)  Number  of  birds  in  the  flock;  and 

(8)  Intended  classification  of  flock, 

(d)  No  person  shall  be  compelled  by 
the  Official  State  Agency  to  qualify 
products  for  any  of  the  other  classifica- 
tions described  in  §145.10  as  a  condition 
of  qualification  for  the  U.S.  Pullorum- 
Typhoid  Clean  classification. 

(e)  Participation  in  the  Plan  shall  en- 
title the  participant  to  use  the  Plan 
emblem  reproduced  below: 


NATIONAL  POULTRY  IMPROVEMENT  PLAN 


FXOXTU  1. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579^  0007) 

[36  FR  23112.  Dec.  3.  1971,  as  amended  at  40 
FR  1500.  Jan.  8.  1975.  Redesignated  at  44  FR 
61586.  Oct.  26.  1979  and  amended  at  48  FR 
57473.  Dec.  30.  1983:  57  FR  57341.  Dec.  4.  1992; 
63  FR  40010.  July  27.  1998:  65  FR  8016.  Feb.  17. 
2000] 

§  145.4   Greneral  provisions  for  all  par- 
ticipants. 

(a)  Records  of  purchases  and  sales 
and  the  identity  of  products  handled 
shall  be  maintained  in  a  manner  satis- 
factory to  the  Official  State  Agency. 

(b)  Products,  records  of  sales  and  pur- 
chase of  products,  and  material  used  to 
advertise  products  shall  be  subject  to 
inspection  by  the  Official  State  Agency 
at  any  time. 

(c)  Advertising  must  be  in  accordance 
with  the  Plan,  and  applicable  rules  and 
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regulations  of  the  Official  State  Agen- 
cy and  the  Federal  Trade  Commission. 
A  participant  advertising  prodacts  as 
befnf  of  any  official  classification  may 
include  in  his  advertising  reference  to 
associated  or  franchised  hatcheries 
only  when  such  hatcheries  produce  the 
same  kind  of  prodnots  of  the  same  clas- 
slfloatlon. 

(d)  Except  as  provided  by  this  para- 
graph, participants  in  the  Plan  may 
not  buy  or  receive  products  for  any 
purpose  Drom  nonparticipants  onless 
they  are  part  of  an  equivalent  program, 
as  determined  by  the  Official  State 
Agency.  Participants  in  the  Plan  may 
buy  or  receive  products  from  flocks 
that  are  neither  participants  nor  part 
of  an  eanivalent  program,  for  use  in 
breeding  flocks  or  for  experimental 
purposes,  under  the  following  condi- 
tions only: 

(X)  With  the  permission  of  the  Offi- 
cial state  Agency  and  the  ooncurrence 
of  the  Service;  and 

(2)  By  ses^retration  of  all  birds  before 
introduction  into  the  breeding  flock. 
Upon  reaching  sexnal  maturity,  the 
segregated  birds  must  be  tested  and 
found  negative  for  pullorum-typhoid. 
The  Official  State  Agency  may  require 
a  second  test  at  its  discretion. 

(e)  Bach  participant  shall  be  assigned 
a  permanent  approval  number  by  the 
Service.  This  numbw,  prefaced  by  the 
numerical  code  of  the  State,  will  be  the 
official  approval  number  of  the  partici- 
pant and  may  he  used  on  each  certifi- 
cate, invoice,  shipping  label,  or  other 
document  used  by  the  participant  in 
the  sale  of  his  products.  Each  Official 
State  Agency  which  requires  an  ap- 
proval or  permit  number  for  ont-of- 
State  participants  to  ship  into  its 
State  should  honor  this  number.  The 
approval  number  shall  be  withdrawn 

when  the  participant  no  longer  quali- 
fies for  participation  in  the  Plan. 

(Approved  by  the  Office  of  Ifaiiagenient  and 
Budget  under  control  number  0579-0057) 

[36  FR  23112.  Dec.  3.  1971.  as  amended  at  38 
FR  13706,  May  24,  1973;  41  FR  48723,  Nov.  5, 
1976.  Redesignated  at  44  FR  61S86.  Oct.  26. 

IffTf)  as  amended  at  47  FR  21991.  May  20.  1982: 
48  FR  57473.  Dec.  30.  1983:  57  FR  57341.  Dec.  4. 
1992] 


§145.5   Specific  provisloiis  tar  partici- 
pating flocks. 

(a)  Poultry  equipment,  and  poultry 
houses  and  the  land  in  the  immediate 

vicinity  thereof,  shall  be  kept  in  sani- 
tary condition  as  recommended  in 
§§147.21  and  147.22  (a)  and  ce)  of  this 
chapter.  The  participating  flock,  its 
eggs,  and  all  equipment  used  in  connec- 
tion with  the  flock  shall  be  separated 
from  nonparticipating  flocks,  in  a 
manner  acceptable  to  the  Official  State 
Agency. 

(b)  All  flocks  shall  consist  of  healthy, 
normal  individuals  characteristic  of 
the  breed,  varilety,  cross,  or  other  com- 
bination which  they  are  stated  to  rep- 
resent. 

(c)  A  flock  shall  be  deemed  to  be  a 
I>articipating  dock  at  any  time  only  if 

it  has  qualified  for  the  U.S.  Pullorum- 
Typhoid  Clean  classification,  as  pre- 
scribed in  Subpai'ts  B,  C,  D,  E,  or  F  of 
this  part. 

(d)  Each  bird  shall  be  identified  with 
a  sealed  and  numbered  band  obtained 
through  or  approved  by  the  Official 
State  Agencsr:  Provided^  That  exception 
may  be  made  at  the  discretion  of  the 
Official  State  Agency. 

[36  FR  23112,  Dec.  3.  1971.  as  amended  at  38 
FR  13706.  May  24.  1973.  Redesignated  at  44  FR 
61586,  Oct.  26, 1979,  as  amended  at  63  FR  40010, 
July  27, 1990]  i 

S 14541  Specific  proviskms  for  partiei* 
patinif  hatdieories. 

(a)  Hatcheries  must  be  kept  in  sani- 
tary condition,  acceptable  to  the  Offi- 
cial State  Agency.  The  procedures  out- 
lined in  §§147.22  through  147.25  of  this 
chapter  will  be  considered  as  a  guide  in 
determining  compliance  with  this  pro- 
vision. The  minimum  requirements 
with  respect  to  sanitation  include  the 
following: 

(1)  Bgg  rooni  walls,  ceilings,  floors, 
air  filters,  drains,  and  humidifiers 
should  be  cleaned  and  disinfected  at 
least  two  times  per  week.  Cleaning  and 
disinfection  procedures  should  be  as 
outlined  in  §  147.24  of  this  chapter. 

(2)  Incubator  room  walls,  ceilings, 
floors,  doors,  fan  trrills.  vents,  and 
ducts  should  be  cleaned  and  disinfected 
after  each  set'  or  transfer.  Incubator 
rooms  should  not  be  used  for  storage. 
Plenums  should  be  cleaned  at  least 
weekly.  Egg  trays  and  buggies  should 
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be  cleaned  and  disinfected  after  each 
transfer.  Gleaning  and  disinfection  luro- 
cedures  should  be  as  outlined  in  §147.24 
of  this  chapter. 

(3)  Hatcher  walls,  ceilings,  floors, 
doors,  fans,  vents,  and  ducts  should  be 
cleaned  and  disinfected  after  each 
hatch.  Hatcher  rooms  should  be 
cleaned  and  disinfected  after  each 
hatch  and  should  not  be  used  for  stor- 
age. Plenums  should  be  cleaned  after 
each  hatch.  Cleaning  and  disinfection 
procedures  should  be  as  outlined  in 
§147.24  of  this  chapter. 

(4)  Chick/poult  processing  equipment 
and  rooms  should  be  thorougrhly 
cleaned  and  disinfected  after  each 
hatch.  Chick/poult  boxes  should  be 
cleaned  and  disinfected  before  being  re- 
used. Vaccination  equipment  should  be 
cleaned  and  disinfected  after  each  use. 
Cleaning  and  disinfection  procedures 
should  be  as  outlined  in  §147.24  of  this 
chapter. 

(5)  Hatchery  residue,  such  ais  chick; 
poult  down,  eggshells,  infertile  eggs, 
and  dead  germs,  should  be  disposed  of 
promptly  and  in  a  manner  satisfactory 
to  the  Official  State  Agency. 

(6)  The  entire  hatchery  should  be 
kept  in  a  neat,  orderly  condition  and 
cleaned  and  disinfected  after  each 
hatch. 

(7)  Effective  insect  and  rodent  con- 
trol programs  should  be  implemented. 

(b)  A  hatchery  that  keeps  started 
poultry  must  keep  such  poultry  sepa- 
rated fkx»m  the  incubator  room  in  a 
manner  satisfactory  to  the  Official 
State  Agency. 

(c)  All  baby  and  started  poultry  of- 
fered for  sale  under  Plan  terminolc^ 
should  be  normal  and  typical  of  the 
breed,  variety,  cross,  or  other  combina- 
tion represented. 

(d)  Eggs  incubated  should  be  sound  in 
shell,  tsrpical  for  the  breed,  variety, 
strain,  or  cross  thereof  and  reasonably 
uniform  in  shape.  Hatching  eggs  should 
be  trasred  and  the  baby  poultry  boxed 
with  a  view  to  uniformity  of  size. 

(e)  Any  nutritive  material  provided 
to  baby  poultry  must  be  free  of  the 
avian  pathogens  that  are  officially  rep- 
resented in  the  Plan  disease  classifica- 
tions listed  in  §145.10. 

(f)  If  a  person  is  responsibly  con- 
nected with  more  than  one  hatchery, 
all  of  such  hatcheries  must  participate 


in  the  Plan  if  any  of  them  participate. 
A  person  is  deemed  to  be  responsibly 
connected  with  a  hatchery  if  he  or  she 
is  a  partner,  officer,  director,  holder, 
owner  of  10  percent  or  more  of  the  vot- 
ing stock,  or  an  employee  in  a  maaaga- 
rial  or  executive  capacity. 

[36  PR  2S112,  Deo.  3.  1971.  Redesignated  at  44 

FR  61586.  Oct.  26.  1979.  and  amended  at  49  FR 
19802,  May  10.  19&4;  65  FR  8016.  Feb.  17,  2000; 
07  FR  8468.  Feb.  25,  2002] 

§145.7  Specific  proviaioiis  for  partiei- 

pating  dealers. 

Dealers  in  poultry  breeding  stock, 
hatching  eggs,  or  baby  or  started  poul- 
try shall  comply  with  all  provisionB  in 
this  part  which  apply  to  their  oper- 
ations. 

1145.8  Tennlnolosy  and  elaasifleatloiii 

general. 

(a)  The  official  classification  terms 
defined  in  §§145.9  and  145.10  and  the 
various  designs  illustrative  of  the  offi- 
cial classifications  reproduced  in 
§145.10  may  be  used  only  by  partici- 
pants and  to  describe  products  that 
have  met  all  the  specific  requirements 
of  such  classifications. 

(b)  Products  produced  under  the  Plan 
shall  lose  their  identity  under  Plan  ter- 
minology when  they  are  purchased  for 
resale  by  or  consigned  to  nonpartici- 
pants. 

(c)  Participating^  flocks,  their  eggs, 
and  the  baby  and  started  poultry  pro- 
duced from  them  may  be  designated  by 
their  strain  or  teade  name.  When  a 
breeder's  trade  name  or  strain  desipna- 
tion  is  used,  the  participant  shall  be 
able  by  records  to  substantiate  that 
the  products  so  designated  are  from 
flocks  that  are  composed  of  either 
birds  hatched  from  es'.R's  produced 
under  the  direct  supervision  of  the 
breeder  of  such  strain,  or  stock  multi- 
plied by  persons  designated  and  so  re- 
ported by  the  breeder  to  each  Official 
State  Agency  concerned. 

S  145.9    Terminology  and  ciasdUleaftklB; 

hatcheries  and  dealers. 

Participatine:  hatcheries  and  dealers 
shall  be  designated  as  "National  Plan 
Hatchery*'  and  ^'National  Plan  Deal- 
er", respectively.  All  Official  State 
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Agencies  shall  be  notified  by  the  Serv- 
ice of  additions,  withdrawals,  and 
changes  in  classification. 

[36  FR  23112.  Dec.  3.  1971.  Redesignated  at  44 
FR  61586.  Oct.  26.  1979.  and  amended  at  47  FR 
21991.  May  20,  1982] 

§  145.10   Terminology    and  classifica- 
tion; flocks,  products,  and  States. 

Participating  flocks,  products  pro- 
duced from  them,  and  States  which 
have  met  the  respective  requirements 
specified  in  part  145  subpart  B.  C.  D.  E, 
or  F  may  be  designated  by  the  fol- 
lowing terms  or  illustrative  designs: 

(a)  [Reserved] 

(b)  U.S.  Pullorum-Typhoid  Clean.  (See 
§  145.23(b).  §  145.33(b).  §  145.43(b). 
§8ect;  145.53(b),  and  145.63(a).) 


(e)  U.S.  M.  Synoviae  Clean.  (See 
§  145.23(e),  §  145.23(g),  §  145.33(e). 
§  145.33(g).  §145.43(6).  and  §  145.53(d)). 


U.S. 

M.  Synoviae 

CLEAN 


NPIP 
Figure  6 

(f)  U.S.  M.  Meleagridis  Clean— (See 
§  145.43(d)). 


U.  S. 


illorum-iyphoii 


FZGURCS 

(c)  U.S.  M.  Gallisepticum  Clean.  (See 
§145.23(0),  §  145.23(f),  §  145.33(c). 
§  145.33(f).  §145.43(0).  and  §  145.53(c).) 


U.S. 


M. Gallisepticum 


Figure  4 

(d)  U.S.  Sanitation  Monitored. 
§  145.33(d).) 


(See 


U.S. 


M.  Malaagridit 


Figure  7 

(g)  U.S.  Pullorum-Typhoid  Clean  State. 
(See  §  145.24(a).  §  145.34(a).  §  145.44(a). 
and  §  145.54(a).) 


FzaVBS  6 
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U.S. 

PULLORUM-TYPHOfD 
CLEAN  STATE 
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U.S. 

PULLORUM-TYPHOID 
CLEAN  STATE 


TURKEYS 


OS. 


Figure  8 


Figure  9 


(h)  U.S.  Pullorum-Typhoid  Clean  State, 
Turkeys.  (See  §  145.44(b).) 


(i)  U.S.M.  Gallisepticum  Clean  State, 
Turkeys.  (See  §  145.44(c).) 
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MEAT-TYPE  CHICKENS 


Figure  11 

(k)  U.S.  Sanitation  Monitored,  Turkeys. 
(See  §  145.43(f).) 
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U.S. 

M.  8YN0V1AE 
CLEAN  STATE 


TURKEYS 


U.S. 


M.Gallisepticum 


Figure  17 

(q)  U.S.  M.  Synoviae  Monitored.  (See 
§145.33(k).) 


Figure  15 


(o)  U.S.  Salmonella  Monitored.  (See 
§145.33(1).) 


Figure  18 

(r)  U.S.  Avian  Influenza  Clean.  (See 
§§  145.23(h)  and  145.33(1).) 


Figure  16 

(p)  U.S.  M.  Gallisepticum  Monitored. 
(See  §145.33(j).) 
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(s)  U.S.  M.  Meleagridis  Clean  State, 
Turkeys.  (See  §  145.44(e).) 


Figure  19 


U.S. 

M.  MELEAGRIDIS 
CLEAN  STATE 


NPIP 


hiATIONAL  PCXATRY  IMPROVEMENT  PLAN 


TURKEYS 


U.S.  DEPARTMENT  OF  AGRICULTURE 


Figure  20 
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138  FK  1370G.  May  24.  1973.  as  amended  at  iO 
FR  1500.  Jan.  8.  1975;  41  FR  48723.  Nov.  6.  1976. 
RedesiBrnated  at  44  FR  61586,  Oct.  26.  1979.  and 
amended  at  45  FR  10315,  Feb.  15.  1980;  47  FR 
21M1.  May  20.  1982;  50  FR  19898.  May  13.  1918; 
54  FR  23955.  June  5.  1989:  57  FR  57341.  Dec.  4. 
1992;  59  FR  12798.  Mar.  18.  1994;  61  FR  11617, 
Mar.  21, 1996;  62  FR  44068,  Aug.  19, 1907;  68  FR 
40010.  July  27.  1998:  65  FR  8016,  Feb.  17,  2000; 
67  FR  8468.  Feb.  25.  2002] 

§145.11  Supervision. 

fa)  The  Official  State  Agency  may 
designate  qualified  persons  as  Author- 
ised Agents  to  do  the  sample  collectlner 
and  blood  testing  provided  for  in 
§145.14  and  the  selecting  required  for 
the  U.S.  Approved  classification  pro- 
vided for  in  §  145.53(a). 

(b)  The  Official  State  Agency  shall 
employ  or  authorize  qualified  persons 
as  State  Inspectors  to  perform  or  su- 
pervise the  i>erformance  of  the  select- 
ing and  testing  of  participating  flocks, 
and  to  perform  the  official  inspections 
necessary  to  verify  compliance  with 
the  requirements  of  the  Plan. 

(c)  Authorities  issued  under  the  pro- 
visions of  this  section  shall  he  subject 
to  cancellation  by  the  official  State 
agency  on  the  grounds  of  incompetence 
or  fBdlure  to  com^y  with  the  provi- 
sions of  the  Plan  or  regulations  of  the 
official  State  agency.  Such  actions 
shall  not  be  taken  until  a  thorough  in- 
vestigation has  been  made  by  the  offi- 
cial State  agency  and  the  authorized 
person  has  been  given  notice  of  the  pro- 
posed action  and  the  basis  therefor  and 
an  opportunity  to  present  his  views. 

[86  FR  28112.  Dec.  3.  1971.  as  amended  at  38 
FR  13706.  May  2!.  1973:  41  FR  48723.  Nov.  5. 
1976.  Redesignated  at  44  FR  61686.  Oct.  26. 
19TO] 

§  145.12  Inspections. 

(a)  Each  participating  hatchery  shall 
be  inspected  a  sufficient  number  of 

times  each  year  to  satisfy  the  Official 
State  Agency  that  the  operations  of 
the  hatchery  are  in  compliance  with 
the  provisions  of  the  Plan. 

(b)  The  records  of  all  flocks  main- 
tained primarily  for  production  of 
hatching  eggs  shall  be  examined  annu- 
ally by  a  State  Inspector.  Records  shall 
include  VS  Form  9-2.  "Flock  Selecting 
and  Testing  Report":  VS  Form  9-3. 
"Report  of  Sales  of  Hatching  Eggs. 
Chicks,  and  Poults**;  set  and  hatch 


records;  egg  receipts;  and  egg/chick  or- 
ders or  Invoioes/rReoordB  diall  be  malB- 
talned  for  3  yean.  Qn-atte  inspeplioiia 

of  flocks  and  premises  will  he  con- 
ducted if  the  State  Inspector  deter- 
miSM^  that  a  breach  of  sanitation, 
Wpoi  testing,  or  other  provisions  has 

occurred  for  Plan  programs  for  which 
the  flocks  have  or  are  being  (lualified. 

[36  FR  23112.  Dec.  3.  1971.  as  amended  at  40 
FR  1801.  Jan.  8, 1978.  Redesignated  at  41  FR 

61586.  Oct.  26.  1979.  and  amended  at  54  FR 
28955.  June  5,  1989;  59  FR  12796.  Mar.  18.  1994J 

Participants  in  the  Plan,  who  after 
investigation  by  the  Official  State 
Agency  or  its  representative,  are  noti-. 
fled  in  writing  of  their  apparent  boh- 
compliance  with  the  Plan  provisions  or 
regulations  of  the  Official  State  Agen- 
cy, shall  be  afforded  a  reasonable  time, 
as  specified  by  the  Official  State  Aven- 
cy,  within  which  to  demonstrate  or 
achieve  compliance.  If  compliance  is 
not  demonstrated  or  achieved  within 
the  specified  time,  the  OMcial  State 
Agency  may  debar  the  participant  from 
further  participation  in  the  Plan  for 
such  period,  or  indefinitely,  aa  the 
Agency  may  deem  appropriate.  The 
debarred  participant  shall  be  afforded 
notice  of  the  bases  for  the  debarment 
and  opportunity  to  present  his  views 
with  respect  to  the  debarment  in  ac- 
cordance with  procedures  adopted  by 
the  Official  State  Agency.  The  Official 
State  Agency  shall  thereupon  decide 
whether  the  debarment  order  shall  con* 
tinue  in  effect.  Such  decision  shall  be 
final  unless  the  debarred  participant, 
within  30  days  after  the  issuance  of  the 
debarment  order,  requests  the  Admia- 
Istrator  to  determine  the  eligibility  of 
the  debarred  participant  for  participa- 
tion in  the  Plan,  In  such  event  the  Ad- 
ministrator shall  determine  the  mktter 
de  novo  in  accordance  with  the  rules  of 
practice  in  7  CFR  part  50.  which  are 
hereby  made  applicable  to  proceedings 
before  the  Administrator  under  this 
section.  The  definitions  in  7  CFR  50.10 
and  the  following  definitions  shall 
apply  with  respect  to  terms  used  in 
such  rules  of  luractlce: 

(a)  Administrator  means  the  Adminis- 
trator. Animal  and  Plant  Health  In- 
spection Service  of  the  U.S.  Depart- 
ment of  Agriculture  or  any  ofQoer  or 
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employee  to  whom  authority  has  here- 
tofore been  delegated  or  to  whom  au- 
thority may  hereafter  be  delegated  to 
act  in  his  stead. 

[36  FR  23112.  Dec.  3.  1971.  as  amended  at  38 
FR  3038.  Feb.  1.  1973.  Redesignated  at  44  FR 
61586.  Oct.  26.  1979.  and  amended  at  47  FR 
21991,  May  20.  1982:  67  FR  8468,  Feb.  25,  2002] 

§145.14   Blood  testing. 

Poultry  must  be  more  than  4  months 
of  age  when  blood  tested  for  an  official 
classification:  Provided,  That  turkey 
candidates  under  subpart  D  of  this  part 
may  be  blood  tested  at  more  than  12 
weeks  of  age;  game  bird  candidates 
under  subpart  E  of  this  part  may  be 
blood  tested  when  more  than  4  months 
of  age  or  upon  reaching  sexual  matu- 
rity, whichever  comes  first;  and  os- 
trich, emu,  rhea,  and  cassowary  can- 
didates under  subpart  F  of  this  part 
may  be  blood  tested  when  more  than  12 
months  of  age.  Blood  samples  for  offi- 
cial tests  shall  be  drawn  by  an  Author- 
ized Agent  or  State  Inspector  and  test- 
ed by  an  authorized  laboratory,  except 
that  the  stained  antigen,  rapid  whole- 
blood  test  for  imllorum-typhoid  may  be 
conducted  by  an  Authorized  Agent  or 
State  Inspector.  For  Plan  programs  in 
which  a  representative  sample  may  be 
tested  In  Ueu  of  an  entire  flock,  the 
minimum  number  tested  shall  be  30 
birds  per  house,  with  at  least  1  bird 
taken  from  each  pen  and  unit  in  the 
bouse.  The  ratio  of  male  to  female 
birds  in  representaUve  samples  of  birds 
from  meat- type  chicken,  waterfowl,  ex- 
hibition poultry,  and  game  bird  flocks 
must  be  the  same  as  the  ratio  of  male 
to  female  birds  in  the  flock.  In  houses 
containing  fewer  than  30  birds,  all  birds 
in  the  house  must  be  tested. 

(a)  For  Putlorum-'Typhoid.  (1)  The  offl- 
i  il  blood  tests  for  pullorum-typhoid 
shall  be  the  standard  tube  agglutina- 
tion test,  the  microagslutination  test, 

the    enz3rme-linked  immunosorbent 

assay  test  (ELISA),  CT  the  rapid  serum 
test  for  all  poultry;  and  the  stained 
antigen,  rapid  whole-blood  test  for  all 
poultry  except  turkeys.  The  procedures 
for  conducting  official  blood  tests  are 
set  forth  in  §§147.1.  147.2.  147.3.  and  147.5 
of  this  chapter  and  referenced  in  foot- 
note 8  of  this  section  or  in  literature 
provided  by  the  producer.  Only  anti- 
gens approved  by  the  Department  and 


of  the  polyvalent  type  shall  be  used  for 
the  rapid  whole-blood  and  tube  aggluti- 
nation tests.  Each  serial  of  tube  anti- 
gen shall  be  iBubmitted  \ry  the  antigen 
producer  to  the  Department  for  ap- 
proval upon  manufacture  and  once  a 
year  thereafter  as  long  as  antigen  from 
that  serial  continues  to  be  made  avail- 
able for  use.  All  micro  test  antigens  and 
enzyme-linked  immunosorbent  assay 
reagents  shall  also  be  approved  by  the 
Department.!* 

(2)  [Reserved] 

(3)  There  shall  be  an  interval  of  at 
least  21  days  between  any  official  blood 
test  and  any  previous  test  with  pul- 
lorum-typhoid antigen. 

(4)  [Reserved] 

(5)  The  official  blood  test  shall  in- 
clude the  testing  of  a  sample  of  blood 

from  each  bird  in  the  flock:  Provided^ 
That  under  specified  conditions  (see 
applicable  provisions  of  §§145.23,  145.33, 
145.43. 145.53  and  145.33)  the  testing  of  a 
portion  or  sample  of  the  birds  may  be 
used  in  lieu  of  testing  each  bird. 

(6)  When  reactors  are  found  in  serum 
or  blood  firom  any  flock,  or  S.  puttorvm 
or  S.  gallinarum  organisms  are  isolated 
by  an  authorized  laboratory  from  baby 
poultry,  or  from  fluff  samples  produced 
by  hatching  eggs,  the  infected  flock 
shall  qualify  for  participation  in  the 
Plan  with  two  consecutive  negative  re- 
sults to  an  official  blood  test  named  in 
paragraph  (aXD  of  this  section.  A  suo- 
ceeding  flock  must  be  qualified  for  par- 
ticipation in  the  Plan's  pullorum-ty- 
phoid program  with  a  negative  result 
to  an  official  blood  test  named  in  para- 
graph (a)(1)  of  this  section.  Testing-  to 
qualify  flocks  for  Plan  participation 
must  include  the  testing  of  all  birds  in 
infected  flocks  and  succeeding  flocks 
for  a  12-month  period,  and  shall  be  per- 
formed or  physically  supervised  by  a 
State  Inspector;  Provided,  That  at  the 
discretion  of  the  Official  State  Agency, 

a  sample  of  at  least  500  birds,  rather 
than  all  birds  in  the  flock,  may  be  test- 
ed by  the  State  Inspector  if  it  is  agreed 
upon  by  the  OfCicial  State  Agency,  the 


'The  criteria  and  unwiedures  for  Depart- 
ment approval  of  antigens  and  reagents  may 
be  obtained  from  the  Animal  and  Plant 
Health  Inspection  Service.  Veterinary  Serv- 
ices, Center  for  Veterinary  Biologies,  510 
South  17th  Strebt,  Suite  104,  Ames.  lA  60010- 
8107. 
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flookowner,  and  the  Administrator.  If 

the  State  Inspector  determines  that  a 
primary  breeding  flock  has  been  ex- 
posed to  S.  pullorum  or  S.  gallinarum,'^ 
the  Official  State  Agency  shall  reqolre: 
(1)  The  taking:  of  blood  samples — per- 
formed by  or  in  the  presence  of  a  State 
Inspector — from  all  birds  on  premises 
exposed  to  birds,  equipment,  supplies, 
or  personnel  from  the  primary  breeding- 
flock  during  the  period  when  the  State 
Inspector  determined  that  exposure  to 
S.  pullorum  or  S.  gallinarum  occurred.^ 

(ii)  The  bandinc  of  all  birds  of  these 
premises — performed  or  physically  su- 
pervised by  a  State  Inspector— in  order 
to  Identify  any  bird  that  tests  positive; 
and 

(iii)  The  testing  of  blood  samples  at 
an  authorized  laboratory  using  an  offi- 
cial blood  test  named  In  paragraph 
(a)(1)  of  this  section. 

(7)  All  domesticated  fowl,  except  wa- 
terfowl, on  the  farm  of  the  participant 
shall  either  be  properly  tested  to  meet 
the  same  standards  as  the  partici- 
patinj^  flock  or  these  birds  and  their 
eggs  shall  be  separated  from  the  par- 
ticipating flock  and  Its  eggs. 

(8)  All  tests  for  pullorum-typhoid  in 
flocks  participating  in  or  candidates 
for  participation  in  the  Plan  shall  be 
reported  to  the  Official  State  Agency 
within  10  days  followintr  the  comple- 
tion of  such  tests.  All  reactors  shall  be 
considered  in  determining  the  classi- 
fication of  the  flock. 

f9)  Poultry  from  flocks  undergoing 
qualification  testing  for  pai'tlcipation 
in  the  Plan,  that  have  a  positive  reac- 
tion to  an  official  blood  test  named  in 
paragrraph  (a)(1)  of  this  section,  shall  be 
evaluated  for  pullorum-typhoid  infec- 
tion. Hie  Offlclal  State  Agency  shall 
select  one  or  more  of  the  following  pro- 
cedures to  be  used  in  each  cir- 
cumstance, based  on  a  cost-benefit 
analysis  Involving  evaluation  of  such 
factors  as:  the  value  of  the  reactors 
and  flocks  at  risk;  the  necessity  for 


^In  makiiiK^  determinations  of  exposure, 
the  State  Inspector  shall  evaluate  both  evi- 
dence proving  that  exposure  occurred  and 
circumstances  indicating  a  high  probability 
Of  contacts  with:  infected  wild  birds;  con- 
taminated feed  or  waste;  or  birds,  equip- 
ment, supplies,  or  persons  from  or  exposed  to 
flocks  Infected  with  S.  jntUonm  or  S. 
galUnarum. 


preserving  birds  from  scarce  genetic 

lines;  the  need  for  a  quick  determina- 
tion of  disease  existence:  and  the  cost 
for  each  re  testing  option  versus  the 
total  availability  of  ftmds  (when  the 
state  provides  retesting  subsidies): 

( i )  Reactors  shall  be  submitted  to  an 
authorized  laboratory  for  bacterio- 
logical examination.  If  there  are  more 
than  4  reactors  in  a  flock,  a  mlnlndum 
of  4  reactors  shall  be  submitted  to  the 
authorized  laboratory;  if  the  flock  has 
4  or  fewer  reactors,  all  of  the  reactors 
must  be  submitted.  The  approved  pro- 
cedure for  bacteriological  examination 
is  set  forth  in  §147.11  of  this  chapter. 
When  reactors  are  submitted  to  the  au- 
thorized laboratory  within  10  days 
from  the  date  of  reading  an  official 
blood  test  named  in  paragraph  (a)(1)  of 
this  section,  and  the  bacteriological 
examination  fails  to  demonstrate  pul- 
lorum-typhoid infection,  the  Official 
State  Agency  shall  piresnme  that  the 
flock  has  no  xrallomm-typhold  reac- 
tors. 

(11)  The  serum  specimen  that  pro- 
duced the  positive  reaction  shall  be  re- 
tested  at  an  authorized  laboratory  in 
accordance  with  procedures  set  forth  in 
$147.1  of  this  chapter  for  the  standard 
tube  agglutination  test,  or  in  §147.6  of 
this  chapter  for  the  mlcroaggltitlna;tlon 
test  for  pullorum-typhoid.  If  the  reac- 
tion to  this  retest  is  positive  in  dilu- 
tions of  1:50  or  greater  for  the  standard 
tube  agglutination  test,  or  1:40  or 
greater  for  the  microagglutination 
test,  additional  examination  of  the  bird 
and  Hock  will  be  performed  in  accord- 
ance With  paragraph  (a)(9)(i)  or 
(a)(9)(lli)  of  this  section. 

(ili)  the  reactors  shall  be  retested 
within  30  days  using  an  official  blood 
test  named  in  paragraph  ca)(l)  of  this 
section.  If  this  retest  Is  positive,  addi- 
tional examination  of  the  reactors  and 
flock  will  be  performed  in  accordance 
with  paragraph  (a)(9)(i)  of  this  section. 
During  the  30-day  period,  the  flock 
must  be  maintained  under  a  security 
system,  specified  or  approved  by  the 
Official  State  Agency,  that  will  pre- 
vent physical  contact  with  other  birds 
and  assure  that  personnel,  equipment, 
and  supplies  that  could  be  a  source  of 
pullorum-typhoid  sjpread  are  sanitised. 
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(10)  Any  drug,  for  which  there  is  sci- 
entific evidence  of  masking  the  test  re- 
aotlon  or  hindering  the  bacteriologrlcal 
recovery  of  Salmonella  organisms, 
shall  not  be  fed  or  administered  to 
poultry  within  3  weeks  prior  to  a  test 
or  bacteriologioal  examination  upon 
which  a  Sabnonella  daeslflcatlon  is 
based. 

(11)  When  suitable  evidence,  as  deter- 
mined by  the  Official  State  Agency  or 
the  State  Animal  Disease  Control  OfCt- 
cial,  indicates  that  baby  or  started 
poultry  produced  by  participating 
hatcheries  are  infected  with  organisms 
for  which  the  parent  flock  received  an 
official  control  classification  and  this 
evidence  indicates  that  the  infection 
was  transmitted  from  the  parent  flock, 
the  Qffiolal  State  Agency  nu^,  at  its 
discretion,  require  additional  testing  of 
the  flock  involved.  If  infection  is  found 
in  the  parent  flock,  its  classification 
shall  be  suspended  until  the  flock  is  re- 
qualified  under  the  requirements  for 
the  classification.  Furthermore,  the  Of- 
ficial State  Agency  may  require  that 
the  hatching  eggs  from  such  flocks  be 
removed  from  the  incubator  and  de- 
stroyed prior  to  hatching.  When  Sal- 
monella organisms  are  isolated  from  a 
specimen  which  originated  in  a  partici- 
pating hatcl.  ry.  the  Official  State 
Agency  shall  attempt  to  locate  the 
source  of  the  infection.  The  results  of 
the  investigation  and  the  action  taken 
to  eliminate  the  infection  shall  be  re- 
ported by  the  Oillcial  State  Agency  to 
the  Service. 

(b)  For  M.  gallisepticum  and  M. 
synoviae:  (1)  The  official  blood  tests  for 
M.  gallisepticum  and  M.  synoviae  shall 
be  the  serum  plate  agglutination  test, 
the  tube  agglutination  test,  the 
hemagglutination  Inhibition  (HI)  test, 
the  microhemagglutinatinn  inhibition 
test,  the  enzyme-linked 

immunosorbent  assay  (ELISA)  test  3  or 


3  Procedures  for  the  enzyme-linked 
immunosorbent  assay  (ELISA)  test  are  set 
forth  In  the  foUowtn^  pablloations: 

A.A.  Ansarl.  R.F.  Taylor.  T.S.  Chanp.  "Ap- 
plioation  of  Enzyme-Linked  Immunosorbent 
Aflsay  for  Deteotingr  Antibody  to  Myco- 
plasma gallisepticum  Infections  in  Poultry." 
Avian  Diseases,  Vol.  27,  No.  1,  pp.  21-35,  Janu- 
aiT^Maroh  1083;  and 

H.M.  OpltB,  J.B.  Duplessis.  and  M.J.  Cyr, 
"Indirect  Micro-Enzyme-Linked 


a  combination  of  two  or  more  of  these 
tests.  The  HI  test,  the 
microhemagglutlnation  inhibition  test, 
and  the  ELISA  test  shall  be  used  to 
confirm  the  positive  results  of  other  se- 
rological tests.  HI  titers  of  1:40  or  less 
may  be  interpreted  as  equivocal,  and 
final  judgment  may  be  based  on  further 
samplings  and/or  culture  of  reactors. 

(2)  The  tests  shall  be  conducted  using 
M.  gallisepticum  or  M.  synoviae  anti- 
gens approved  by  the  Department  or 
the  Official  State  Agency  and  shall  be 
performed  In  accordance  with  the  rec- 
ommendations of  the  producer  of  the 
antigen. 

(3)  When  reactors  to  the  test  for 
which  the  flock  was  tested  are  sub- 
mitted to  a  laboratory  as  prescribed  by 
the  Official  State  Agency,  the  criteria 
found  in  §147.6  of  this  chapter  shall  be 
used  in  determining  the  final  status  of 
the  flock.  ' 

(4)  Any  drug,  for  which  there  is  sci- 
entific evidence  of  masking-  the  test  re- 
action or  hindering  the  bacteriological 
recovery  of  mycoplasma  organisms, 
shall  not  be  fed  or  administered  to 
poultry  within  three  weeks  prior  to  a 
test  or  bacteriological  examination 
upon  which  a  Mycoplasma  classifica- 
tion is  based. 

(c)  For  M.  meleagridis.  The  official 
blood  tests  for  M.  meleagridis  are  speci- 
fied in  §  145.43(d)(2). 

(d)  For  aviati  infhuma.  The  official 
blood  tests  for  avian  influenza  are  the 
agar  gel  immunodiffusion  (AGID)  test 
and  the  enzyme-linked  immunosorbent 
assay  (ELISA). 

(1)  The  AGTD  test  must  be  conducted 
on  all  ELISA-positive  samples.  Posi- 
tive tests  by  AGID  or  ELISA  must  be 
further  tested  by  Federal  Reference 
Laboratories.  Final  judgment  may  be 
based  upon  further  sampling  or  culture 
results. 

(2)  The  tests  must  be  conducted  usingr 

antigens  or  test  kits  approved  by  the 
Department  apd  the  Official  State 


ImmunoBorbent  Assay  for  the  Detection  of 

Antibodies  to  Mycoplasma  synoviae  and  M. 
gallisepticum,"  Avian  Diseases,  Vol.  27,  No.  3, 
pp.  773-786,  Jul7-4Sieptember  1968:  and 

H.B.  Ortmayer  and  R.  Yamamoto.  •'Myco- 
plasma Meleagridis  Antibody  Detection  by 
Bnzyme-Llnked     InununoBorbent  Assay 
(ELISA)."  Proceedings.  30th  Western  Poultry 
Disease  Conference^  pp.  6^-86,  March  1981. 
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Agency  and  must  be  perfonned  in  ac- 
cordance with  the  recommendatiozis  of 
the  producer  or  manqfacturer, 

(Approved  by  the  Offii  p  of  Mana^'-ement  and 
Budg-et  under  control  number  0679-0007) 

[36  FR  23112,  Dec.  3.  1971] 

Edftorial  Note:  For  Federal  Reoibter 
citations  affecting  §145.14,  see  the  List  of 
CFR  Sections  Affected,  which  appears  in  the 
FindinR^  Aids  section  of  the  printed  volume 
and  on  GPO  Access. 

Subpart  B— Specks!  Provisions  for 
Egg  Type  Chicken  Breeding 
Floclcs  CHKi  Products 

ftl4S.Sl  Dellnltimifc 

Except  where  the  context  otherwise 

requires,  for  the  purposes  of  this  sab- 
part  the  following  terms  shall  be  con- 
strued, respectively,  to  mean: 

Chicks.  Newly  hatched  chickens. 

Sgg  type  chicken  breeding  flocks. 
Flocks  that  are  composed  of  stock  that 
has  been  developed  for  egg  production 
and  are  maintained  for  the  principal 
purpose  of  producing  chlckB  for  the  nl- 
timate  production  of  effgs  for  human 
consumption. 

Started  chickens.  Young  chickens 
(chicks,  pullets,  cockerels,  capons) 
which  have  been  fed  and  watered  and 
are  less  than  6  months  of  age. 

[36  FR  23112.  Dec.  3.  1971.  as  amended  at  38 
FR  13707.  May  24.  1973;  41  FR  48723.  Nov.  5, 
1976.  Redesignated  at  44  FR  61586,  Oct.  26, 
1979,  and  amended  at  59  FR  12798.  Mar.  18, 
1994;  65  FR  8017.  Feb.  17.  2000] 

S  145.22  Partidpatioii. 

Participating  flocks  of  egg  type 
chickens,  and  the  eggs  and  chicks  pro- 
duced from  them,  shall  comply  with 
the  applicable  general  provisions  of 
subpart  A  of  this  part  and  the  special 
provi.sions  of  t  his  subpart  B. 

(a)  The  minimum  weight  of  hatching 
eggs  sold  shall  be  Wa  ounces  each,  ex- 
cept as  otherwise  specified  by  "tiie  pur^ 
chaser  of  the  eggs. 

(b)  Mediterranean  breed  eggs  shall  be 
reasonably  free  from  tints. 

(c)  started  chickens  shall  lose  their 
Identity  under  Plan  terminology  when 
not  maintained  by  Plan  participants 
under  the  conditions  prescribed  in 
f  145.5(a). 


(d)  Hatching  eggs  produced  by  pri- 
mary breeding  flocks  shall  be  fumi- 
gated (see  §147.25  of  this  chapter)  or 
otherwise  sanitized. 

(e)  Any  nutritive  materiai  provided 
to  chicks  must  be  free  of  the  avian 
pathogens  that  are  officially  rep- 
resented in  the  Plan  disease  classificar 
tions  listed  in  §145.10. 

[36  FR  23112.  Dec.  3.  1971,  as  amended  at  40 
FR  1501,  Jan.  8,  1975.  Redesigmated  at  44  FR 

61586.  Oct.  26.  1979.  and  amended  at  49  FR 
19802.  May  10,  1984:  57  FR  57341.  Dec.  4.  1983; 

65  FR  8017.  Feb.  17.  2000] 

§145.23   Terminology    and  dasoificap 

tion;  flocks  and  products. 

Participating  flocks,  and  the  eggs 
and  chicks  produced  from  them,  wMoih 
have  met  the  respective  reqnix^aente 

specified  in  this  section  may  be  des- 
ignated by  the  following  terms  and  the 
corresponding  designs  illustrated  in 
fl46.10: 

(a)  [Resen.' ed] 

(b)  U.S.  Pullorum-Typhoid  Clean.  A 
flock  in  which  freedom  from  pullorum 
and  typhoid  has  been  demonstrated  to 
the  official  State  agency  under  the  cri- 
teria in  one  of  the  following  paragraphs 
(b)(1)  through  (5)  of  this  section:  Pro- 
vided, That  a  flock  qualifying  by  means 
of  a  blood  test  shall  be  tested  within 
the  past  12  months,  except  that  the  re- 
testing  of  a  participating  flock  which 
is  retained  for  more  than  12  months 
shall  be  conducted  a  minimum  of  4 
weeks  after  the  induction  of  molt.  (See 
§145.14  relating  to  the  official  blood 
test  where  applicable.) 

(1)  It  has  been  ofQcially  Uood  tested 
with  no  reactors. 

(2)  It  is  a  multiplier  breeding  flock, 
or  a  breeding  flock  composed  of  prog- 
eny of  a  primary  breedii^  flock  whioh 
is  intended  solely  for  the  production  of 
multiplier  breeding  flocks,  and  meets 
the  following  specifications  as  deter- 
mined by  the  Official  State  Agency  and 
the  Service: 

(i)  The  flock  is  located  in  a  State 
where  all  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  of  all  poultry  specimens  from 
which  S.  pullorum  or  B.  gallinarum  is 
isolated; 
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(ii)  The  flock  is  composed  entirely  of 
birds  that  originated  from  U.S.  Pul- 
lonun-l^n^oid  Clean  breeding  flocks 
or  firom  flocks  that  met  equivalent  re- 
quirements under  official  supervision; 
and 

(ill)  The  flock  Is  located  on  a  prem- 
ises where  either  no  poultry  or  a  flock 
not  classified  as  U.S.  Pullorum-Ty- 
phoid  Clean  were  located  the  previous 
year;  Provided,  That  an  Authorized 
Agent  must  blood  test  up  to  300  birds 
per  flock,  as  described  in  §145.14.  if  the 
Official  State  Agency  determines  that 
the  flock  has  been  exposed  to  pul- 
lorum-tsrpihoid.  In  making  determina- 
tions of  exposure  and  settiner  tho  num- 
ber of  birds  to  be  blood  tested,  the  Offi- 
cial State  Agency  shall  evaluate  the 
results  of  any  blood  tests,  described  in 
§ ]45.14(a)(l'i  that  were  performed  on  an 
unclassified  flock  located  on  the  prem- 
ises during  the  previous  year,  the  ori- 
gins of  the  unclassified  flock;  and  the 
probability  of  contacts  between  the 
flock  for  which  qualification  is  being 
sought  and  (a)  infected  wild  birds,  (b) 
contaminated  feed  or  waste,  or  (c) 
birds,  equipment,  supplies,  or  personnel 
from  flocks  infected  with  pullorum-ty- 
phoid. 

(3)  It  is  a  multiplier  breeding  flock 

that  originated  from  U.S.  PuUorum- 
Typhoid  Clean  breeding  flocks  or  from 
flocks  that  met  equivalent  require- 
ments under  official  supervision,  and  is 
located  in  a  State  in  which  it  has  been 
determined  by  the  Service  that: 

(i)  All  hatcheries  within  the  State 
are  qualified  as  **National  Plan  Hatch- 
eries" or  have  met  equivalent  require- 
ments for  pullorum-typhoid  control 
under  official  supei'vision; 

(ii)  All  hatchery  supply  nocks  within 
the  Stale,  are  (lualiflied  aS  U.S.  Pul- 
lorum-Typhoid  Clean  or  have  met 
equivalent  requirements  for  pullorum- 
tsrphold  control  under  official  supers 
vision:  Provided,  That  if  other  domes- 
ticated fowl,  except  waterfowl,  are 
maintained  on  the  same  premises  as 
the  participating  flock,  freedom  firom 
pullorum-typhoid  infection  shall  be 
demonstrated  by  an  ofCLcial  blood  t«st 
of  each  of  these  fowl; 

(ill)  All  shipments  of  products  other 
than  U.S.  Pullorum-Typhold  Clean,  or 
equivalent,  into  the  State  are  prohib- 
ited; 


(iv)  All  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 

source  of  all  poultry  specimens  from 
which  S.  puilorum  or  S.  galiinarum  is 
isolated; 

(V)  All  reports  of  any  disease  out- 
break involving  a  disease  covered 
under  the  Plan  are  promptly  followed 
by  an  Investigation  by  the  Official 

State  Agency  to  determine  the  origin 
of  the  infection;  Provided,  That  if  the 
origin  of  the  infection  involves  another 
State,  or  if  there  is  exposure  to  poultry 
in  another  State  from  the  infected 
flock,  then  the  National  Poultry  Im- 
provement Plan  will  conduct  an  inves- 
tigation; 

(vi)  All  flocks  found  to  be  infected 

with  puilorum  or  typhoid  are  quar- 
antined until  marketed  or  destroyed 
under  the  supei-vision  of  the  Official 
State  Agency,  or  until  subsequently 
blood  tested,  following  the  procedure 
for  reacting  Hocks  as  contained  in 
§145.14(,a)(5),  and  all  birds  fail  to  dem- 
onstrate puilorum  or  tjrphoid  infection; 

(vii)  All  poultry,  including  exhi- 
bition, exotic,  and  game  birds,  but  ex- 
cluding waterfowl,  going  to  public  ex- 
hibition shall  come  from  U.S.  Pul- 
lorum-T3rphoid  Clean  or  equivalent 
flocks,  or  have  had  a  negative  pul- 
lorum-typhoid test  within  90  days  of 
going  to  publib  exhibition; 

(viii)  DiBOontilluation  of  any  of  the 
conditions  or  procedures  described  in 
paragraphs  (b)(3Xi;,  (ii),  (iii),  (iv).  (v), 
(vi),  and  (vii)  of  this  section,  or  tiie  oc- 
currence of  repeated  outbreaks  of  pui- 
lorum or  typhoid  in  poultry  breeding 
flocks  within  or  originating  within  the 
State  shall  be  grounds  for  the  Service 
to  revoke  its  determination  that  such 
conditions  and  procedures  have  been 
met  or  complied  with.  Such  action 
shall  not  be  taken  until  a  thorough  in- 
vestigation has  been  made  by  the  Serv- 
ice and  the  Official  State  Agency  has 
been  given  an  opportunity  to  present 
its  views. 

(4)  It  is  a  multiplier  breeding  flock 
located  in  a  State  which  has  been  de- 
termined by  the  Service  to  be  in  com- 
pliance with  the  provisions  of  (b)(3)  of 
this  section,  and  in  which  puilorum 
disease  or  fowl  typhoid  is  not  known  to 
exist  nor  to  have  existed  in  hatchery 
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supply  flocks  within  the  State  dnrlngr 

the  preceding  12  months. 

(5)  It  is  a  primary  brcedinpr  flock  lo- 
cated in  a  State  determined  to  be  in 
compliance  with  the  provisions  of  para- 
graph Cb)(4)  of  this  section,  and  in 
which  a  sample  of  300  birds  from  flocks 
of  more  than  300.  and  each  bird  in 
flocks  of  300  or  less,  has  been  officially 
tested  for  pullorum-typhoid  with  no  re- 
actors: Provided.  Tliat  a  bacteriological 
examination  monitoring  program  ac- 
ceptable to  the  Official  State  Agency 
and  approved  by  the  Service  may  be 
used  in  lieu  of  blood  testing. 

(c)  U.S.  M.  GaUisepticuiii  Clean.  (1)  A 
flock  maintained  in  compliance  with 
the  provisions  of  §147.26  of  this  chapter 
and  in  which  freedom  from  M. 
gallisepticum  has  been  demonstrated 
under  the  criteria  specified  in  para- 
graph (c)(l)(l)  or  (11)  of  this  section. 

(i)  It  is  a  flock  in  which  all  birds  or 
a  sample  of  at  least  300  birds  has  been 
tested  for  M.  gallisepticum  as  provided 
in  f  145.14(b)  when  more  than  4  months 
of  age:  Provided,  That  to  rt^tain  this 
classification,  a  minimum  of  ISO  birds 
shall  be  tested  at  intervals  of  not  more 
than  90  days:  And  provided  further,  That 
a  sample  comprised  of  less  than  150 
birds  may  be  tested  at  any  one  rime,  if 
all  pens  are  equally  represented  and  a 
total  of  150  birds  is  tested  within  each 
90-day  period;  or 

(ii)  It  is  a  multiplier  breeding  flock 
which  originated  as  U.S.  M. 
Gkhlliseptlonm  Clean  chicks  Itom  pri- 
mary breedinf?  flocks  and  fi  om  which  a 
sample  comprised  of  a  minimum  of  150 
birds  per  flock  has  been  tested  for  M. 
gdUisepUcum  as  provided  in  f  146.14(b) 
when  more  than  4  months  of  age:  Pro- 
vided, That  to  retain  this  classifica- 
tion, the  llock  shall  be  subjected  to  one 
of  the  following  intMsedores: 

(A)  At  intervals  of  not  more  than  90 
days.  75  birds  from  the  flock  shall  be 
tested,  Provided,  that  fewer  than  75 
birds  firom  the  flock  may  be  tested  at 
any  one  time  if  all  pens  are  equally 
represented  and  a  total  of  at  least  75 
birds  from  the  llock  is  tested  within 
each  90-day  period;  or 

(B)  At  intervals  of  not  more  than  30 
days,  a  sample  of  25  cull  chicks  pro- 
duced from  the  flock  shall  be  subjected 
to  laboratory  procedures  acceptable  to 
the  Official  State  Agency  and  approved 


by  the  Service,  for  the  detection  and 
recovery  of  M.  gaUlseptionm;  or 

(C)  At  intervals  of  not  more  than  30 
days,  ei^i^  yolk  testing  shall  be  con- 
ducted in  accordance  with  §147.8  ol  this 
chapter. 

(2)  A  participant  handling  U.S.  M. 
Gallisepticum  Clean  products  shall 
keep  these  products  separate  from 
other  products  in  a  manner  satlsfieus- 
tory  to  the  Official  State  Agency:  Pro- 
vided. That  U.S.  M.  Gallisepticum 
Clean  chicks  from  primary  breeding 
flocks  shall  be  produced  in  Incsubators 
and  hatchers  in  which  only  eggs  ttom 
flocks  qualified  under  paragzaph 
(c)(l)(i)  of  this  section  are  set. 

(3)  U.S.  M.  Gallisepticum  Clean 
chicks  shall  be  boxed  in  clean  boxes 
and  delivered  in  trucks  that  have  been 
cleaned  and  disinfected  as  described  in 
§  147.24(a)  of  this  chapter. 

(d)  U.S.  S.  Enterittdis  Clean.  This  olas- 
.-ification  is  intended  for  egg-type 
breeders  wishine:  to  assure  their  cus- 
tomers that  the  hatching  eggs  and 
chicks  produced  are  certilled  firee  of 
SeOmonOla  enteriUdta. 

(1)  A  flock  and  the  hatching-  eg-o-s  and 
chicks  produced  from  it  which  have 
met  the  following  requirements  as  de- 
termined by  the  Offlcial  State  Agency: 

(i)  The  flock  orig-inated  from  a  U.S 
enteritidis  Clean  flock,  or  meconium 
from  the  chick  boxes  and  a  sample  of 
chicks  that  died  within  7  days  after 
hatching  are  examined  bacterio- 
loglcally  for  salmonella  at  an  author- 
ized laboratory.  Cultures  fi^om  positive 
samples  shall  be  serotsrped. 

(ii)  All  feed  fed  to  the  flock  shall 
meet  the  following  requirements: 

(A)  Pelletized  feed  shall  contain  ei- 
ther no  animal  protein  or  only  animal 
protein  products  produced  under  the 
Animal  Protein  Products  Industry 
(AFPIj  Salmonella  Education/Reduction 
Program.  The  protein  products  must 
have  a  minimum  moisture  content  of 
14.5  percent  and  must  have  been  heated 
throughout  to  a  minimum  temperature 
of  190  "  F.,  or  above,  or  to  a  minimum 
temperature  of  165  °  F.  for  at  least  20 
minutes,  or  to  a  minimum  temperature 
of  184  "  F.  under  70  lbs.  pressure  during 
the  manufacturing  process. 

(B)  Mash  feed  may  contain  no  animal 
protein  other  than  an  APPI  animal 
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protein  product  supplement  manufac- 
tured in  pellet  form  and  crumbled:  Pro- 
vided, that  mash  feed  may  contain 
nonpelleted  APPI  animal  protein  prod- 
uct sapplements  if  the  finished  feed  is 
treated  with  a  salmonella  control  prod- 
uct approved  by  the  Food  and  Dmsr  Ad- 
ministration. 

(ill)  Feed  shall  be  stored  and  trans- 
ported in  such  a  manner  as  tO  prevent 
possible  contamination: 

(iv)  The  flock  is  maintained  in  com- 
pliance with  §§147.21.  147.24(a).  and 
147.26  of  this  chapter.  Rodents  and 
other  pests  should  be  effectively  con- 
trolled; 

(V)  Environmental  samples  shall  be 

collected  from  the  flock  by  an  Author- 
ized Ag-ent.  as  described  in  §147.12  of 
this  chapter,  when  the  flock  is  2  to  4 
weeks  of  agre.  The  samples  shall  be  ex- 
amined bacterlologically  for  group  D 
salmonella  at  an  authorized  labora- 
tory. Cultures  from  positive  samples 
shall  be  serotyped.  The  authorized 
agent  shall  also  collect  samples  every 
30  days  after  the  first  sample  has  been 
collected. 

(vi)  Tf  a  SidlmoneRd  vaccine  is  nsed 
that  causes  positive  reactions  with  pul- 
lorum-typhoid  antigen,  one  of  the  fol- 
lowing options  must  be  utilized: 

(A)  Administer  the  vaccine  after  the 
pfollomm-tsTphoid  testing  is  done  as  de- 
scribed In  paragraph  (dKl)(vli)  of  this 
section. 

(B)  If  an  injectable  bacterin  or  live 
vaccine  that  does  not  spread  is  nsed. 
keep  a  sample  of  350  birds  unvaccinated 
and  banded  for  identification  until  the 
flock  reaches  at  least  4  months  of  age. 
Following  negative  serological  and 
bacterloloprical  examinations  as  de- 
scribed in  paragraph  (dxlxvii)  of  this 
section,  vaccinate  the  banded,  non-vac- 
cinated  birds. 

fvii)  Blood  samples  from  300  non-vac- 
cinated birds  as  described  in  paragraph 
(d)(l)(vi)  of  this  section  shall  be  tested 
with  either  pullorum  antigen  or  by  a 
federally  licensed  Salmonella 
enteritidis  enzyme-linked 
immunosorbent  assay  (ELISA)  test 
when  the  flock  is  more  than  4  months 
of  age.  All  birds  with  positive  or  incon- 
clusive reactions,  up  to  a  maximum  of 
25  birds,  shall  be  submitted  to  an  au- 
thorized laboratory  and  examined  for 
the  presence  of  group  D  salmonella,  as 


described  in  §147.11  of  this  chapter. 
Cultures  from  positive  samples  shall  be 

serotyped. 

(viii)  Hatching  eggs  are  collected  as 
Quickly  as  possible  and  are  handled  as 

described  in  §147.22  of  this  chapter  and 
are  sanitized  or  fumigated  (see  §147.25 
of  this  chapter). 

(ix)  Hatching  eggs  produced  by  the 
flock  are  incubated  in  a  hatchery  that 
is  in  compliance  with  the  recommenda- 
tions in  §§147.23  and  147.24(b)  of  this 
chapter,  and  sanitized  either  by  a  pro- 
cedure approved  by  the  Official  State 
Agency  or  fumigated  (see  §147.25  of  this 
chapter). 

(2)  A  flock  shall  not  be  eligible  for 
this     classification     if  Salmonella 

enteritidis  ser  enteritidis  (SE)  is  isolated 
from  a  specimen  taken  from  a  bird  in 
the  flock.  Isolation  of  SB  from  an  envi- 
ronmental or  other  specimen,  as  de- 
scribed in  parasrraph  (d)(l)(v)  of  this 
section,  will  require  bacteriological  ex- 
amination for  SB  in  an  authorized  lab- 
oratory, as  described  in  §  147.11(a)  of 
this  chapter,  of  a  random  sample  of  fiO 
live  bii'ds  from  a  Hock  of  5,000  birds  or 
more,  or  90  live  birds  from  a  flock  with 
fewer  than  5.000  birds.  If  only  one  speci- 
men is  found  positive  for  SE.  the  par- 
ticipant may  request  bacteriological 
examination  of  a  second  sample,  equal 
in  size  to  the  first  sample,  firom  the 
flock.  !*■  :io  SE  is  recovered  from  any  of 
the  specimens  in  the  second  sample, 
the  flock  will  be  eligible  for  the  classi- 
fication. 

(31  A  non-vaccinated  flock  shall  be  el- 
igible for  this  classification  if  Sal- 
monella enteritidis  (S.  enteritidis  ser 
Bnteritidis)  is  isolated  from  an  envi- 
ronmental  sample  collected  from  the 
flock  in  accordance  with  paragraph 
(dKl)(v>  of  this  section:  Provided,  That 
testing  is  conducted  in  accordance  with 
paragraph  (d)(l)(vii)  of  this  section 
each  30  days  and  no  positive  samples 
are  found.  > 

(4)  In  order  for  a  hatchery  to  sell 
products  of  this  classification,  all  prod- 
ucts handled  shall  meet  the  require- 
ments of  the  classification. 

(5)  This  classification  may  be  re- 
voked by  the  Official  State  Agency  if 
the  participant  fails  to  follow  rec- 
ommended corrective  measures. 

(e)  U.S.M.  Syntfviae  Clean.  (1)  A  flock 
maintained  in>  compliance  with  the 
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provisions  of  §147.26  of  this  chapter  and 
In  which  freedom  from  M.  synoviae  has 
been  demonstrated  under  the  criteria 
specified  in  paragraph  (e)(l)(i)  or  (ii)  of 
this  section. 

(1)  It  is  a  flock  in  which  a  minimum 
of  300  birds  has  been  tested  for  M. 
synoviae  as  provided  in  §  145.14(b)  when 
more  than  4  months  of  age:  Provid&l, 
That  to  retain  this  classification,  a 
sample  of  at  least  150  birds  shall  be 
tested  at  intervals  of  not  more  than  90 
days:  And  provided  fttrther,  That  a  sam- 
ple comprised  of  less  than  150  birds 
may  be  tested  at  any  one  time  if  all 
pens  are  equally  represented  and  a 
total  of  150  birds  Is  tested  within  each 
90-day  period:  or 

(ii)  It  is  a  multiplier  breeding"  flock 
which  originated  as  U.S.  M.  Synoviae 
Clean  chicks  from  primary  breeding 
flocks  and  from  which  a  sample  com- 
pri.sed  of  a  minimum  of  150  birds  has 
been  tested  for  M.  synoviae  as  provided 
in  1145.14(b)  when  more  than  4  months 
of  age:  Provided,  That  to  retain  this 
classification,  the  flock  shall  be  sub- 
jected to  one  of  the  following  proce- 
dures: 

(A^  At  intervals  of  not  moi-o  than  90 
days,  75  birds  from  the  flock  shall  be 
tested:  Provided,  That  fewer  than  75 
birds  fk'om  the  flock  may  be  tested  at 
any  one  time  if  all  pens  are  equally 
represented  and  a  total  of  at  least  75 
birds  from  the  flock  is  tested  within 
each  90-day  period;  or 

(B)  At  intervals  of  not  more  than  30 
days,  egg  yolk  testing  shall  bp  con- 
ducted in  accordance  with  §147.8  oi  tins 
chapter. 

(2)  A  participant  handlingr  U.S.  M. 
Synoviae  Clean  products  shall  keep 
these  products  separate  from  other 
products  in  a  manner  satisfactory  to 
the  Official  State  Agency:  Provided, 
That  U.S.  M.  Synoviae  Clean  chicks 
from  primary  breeding  flocks  shall  be 
produced  In  incubators  and  hatchers  in 
which  only  eggs  from  flocks  qualified 
under  paiag^raph  (e)<l)(i)  or  (ii)  of  tliis 
section  are  set. 

(3)  U.S.  M.  Synoviae  Clean  chicks 
shall  be  boxed  in  clean  boxes  and  deliv- 
ered in  trucks  that  have  been  cleaned 
and  disinfected  as  described  in 
1147.24(a)  of  this  chapter. 

(f)  ri.S.  M.  Galliscptwum  Clean  Started 
Poultry.  (1)  A  flock  which  originated 
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from  U.S.  M.  Gallisepticum  Clean 
breedini^  flocks  and  was  hatched  in  a 
hatchery  approved  by  the  Official  State 
Agency  for  the  production  of  U.S.  M. 
Gallisepticum  Clean  chicks. 

(2)  All  other  poultry  on  the  premises 
of  the  candidate  flock  must  originate 
from  U.S.  M.  Gallisepticum  Clean 
sources. 

(8)  The  flock  is  maintained  in  compli- 
ance with  the  provisions  of  §147.26  of 
this  chapter. 

(4>  The  flock's  freedom  from  M. 
Gallisepticum  is  demonstrated  by  a  neg- 
ative blood  test,  as  provided  in 
§  145.14(b).  of  a  sample  of  75  birds,  with 
a  minimum  of  50  birds  per  poultry 
house,  between  15-20  dairs  prior  to  the 
flock  being  moved  to  laying  quarters. 

(5)  Started  poultry  shall  be  delivered 
to  and  from  the  farm  premises  in 
crates  and  vehicles  which  have  been 
cleaned  and  disinfected  as  described  in 
§147.24(a)  of  this  chapter. 

(g)  U.S.  M.  Synoviae  Clean  Started 
Poultry.  (1)  A  flock  which  originated 
from  U.S.  M.  Synoviae  Clean  breeding 
flocks  and  was  hatched  in  a  hatchery 
approved  by  the  Official  State  Agency 
for  production  of  U.S.  M.  Synoviae 
Clean  chicks. 

(2)  All  other  poultry  on  the  premises 
of  the  candidate  flock  must  oriirinate 
from  U.S.  M.  Synoviae  Clean  sour  ces. 

(8)  The  flock  Is  maintained  in  eoBBidl- 
ance  with  the  provisions  of  §147.26  of 
this  chapter. 

(4)  The  flocks  s  freedom  from  M. 
synoviae  is  demonstrated  by  a  negative 
blood  test,  as  provided  in  §  145.14(b),  of 
a  sample  of  75  birds,  with  a  minimum 
of  50  birds  per  poultry  house,  between 
15-20  days  prior  to  the  flock  being 
moved  to  laying  qnarters. 

(5)  Started  poultry  shall  be  delivered 
to  and  from  the  farm  premises  in 
crates  and  vehicles  which  have  been 
cleaned  and  disinfected  as  described  In 
§147.24(a)  of  this  chapter. 

(h>  U.S.  Avian  Influenza  Clean.  This 
|nt>gram  is  intended  to  be  the  basis 
from  which  the  breeding-hatchery  In- 
dustry may  conduct  a  program  for  the' 
prevention  and  control  of  avian  influ- 
enza. It  is  intended  to  determine  the 
presence  of  avian  influenza  in  breeding 
chickens  through  routine  serological 
surveillance    of    each  participating 
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breeding  flock.  A  tlurk  and  the  hatch- 
ing eggs  and  chicks  produced  from  it 
will  qualify  for  this  classification  when 
the  Official  State  Agency  determines 
that  they  have  met  one  of  the  fol- 
lowing requirements: 

(1)  It  is  a  primary  breeding  flock  in 
which  a  minimum  of  30  birds  have  been 
tested  negative  for  antibodies  to  avian 
influenza  when  more  than  4  months  of 
age.  To  retain  this  classification: 

(1)  A  sample  of  at  least  90  birds  must 
be  tested  negative  at  Intervals  of  90 
days;  or 

(11)  A  sample  of  fewer  than  30  birds 
may  be  tested,  and  found  to  be  nega- 
tive, at  any  one  time  if  all  pens  are 
equally  represented  and  a  total  of  30 
birds  is  tested  within  each  90-day  pe- 
riod. 

(2)  It  is  a  multiplier  breeding  nock  in 
which  a  minimum  of  30  birds  have  been 
tested  negative  for  antibodies  to  avian 
Influenza  when  more  than  4  months  of 
age.  To  retain  this  classification: 

(i)  A  sample  of  at  least  30  birds  must 
be  tested  negative  at  intervals  of  180 
days;  or 

(ii)  A  sample  of  fewer  than  30  birds 
may  be  tested,  and  found  to  be  nega- 
tive, at  any  one  time  if  all  jiens  are 
equally  represented  and  a  total  of  80 
birds  is  tested  within  each  lOO-day  pe- 
riod. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0007) 

[36  FR  23112.  Dec.  3,1971] 

EDrroRZAL  Note:  For  Fedbral  Rbotster  ci- 
tations affecting  §145.23.  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volome 
and  om  OPO  Aooeas. 

§14(UM  Terminology   and  classifica- 
tion; States. 

(a)  U.S.  Pullorum-Typhoid  Clean  State, 
(1)  A  State  will  be  declared  a  U.S.  Pul- 
lorum-Typhoid Clean  State  when  it  has 
been  determined  by  the  Service  that: 

fi")  The  State  is  in  compliance  with 
the  provisions  contained  in 
§145.23(bx3)(i)  through  (vii), 

S146.88(b)(3Kl)  through  (vll). 
§145.43(b)(3)(i)  through  (vl).  and 
§145.o3(b)(3)(i )  through  (vii). 

(ii)  No  pullorum  disease  or  fowl  ty- 
phoid is  known  to  exist  nor  to  liave  ex- 
isted in  hatchery  supply  flocks  within 
the  State  during  the  preceding  12 
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months:  Provided,  That  pullorum  dis- 
ease or  fowl  typhoid  found  within  the 
preceding  24  months  in  waterfowl,  exhi- 
bition poultry,  and  game  bird  breeding 
flocks  will  not  prevent  a  State,  which 
is  otherwise  eligible,  from  qualifying. 

(2)  Discontinuation  of  any  of  the  con- 
ditions described  In  paragraph  (a)(l)(i) 
of  this  section,  or  repeated  outbreaks 
of  pullorum  or  typhoid  occur  in  hatch- 
ery supply  flocks  described  in  para- 
graph (a)(l)(ii)  of  this  section,  or  if  an 
Infection  spreads  from  the  originating 
premises,  the  Service  shall  have 
grounds  to  revoke  its  determination 
that  the  State  is  entitled  to  this  classi- 
fication. Such  action  shall  not  be 
taken  until  a  thorough  investigation 
has  been  made  by  the  Service  and  the 
Official  State  Agency  has  been  given 
an  opportunity  for  a  hearing  in  accord- 
ance with  rules  of  practice  adopted  by 
the  Administrator. 

[40  FR  1502.  Jan.  8.  1975.  Redesignated  at  44 
FR  61586,  Oct.  26,  1979,  and  amended  at  54  FR 
23967.  June  5. 1909;  07  FR  8469.  Feb.  26,  20O2] 

Subpart  C— Special  Provisions  for 
Meat  Type  Chicken  Breeding 

Flocks  and  Products 

I 

fl4SJIl  Defiiiitioiis. 

Bxcept  where  the  context  otherwise 
requires,  for  the  purposes  of  this  sub- 
part the  following  terms  shall  be  con- 
strued, respectively,  to  mean: 

Chicks.  Newly  hatched  chickens. 

Meat  type  chicken  breeding  flocks. 
Flocks  that  are  composed  of  stock  that 
has  been  developed  for  meat  production 
and  are  maintained  for  the  prindial 
purpose  of  producing  chicks  for  the  ul- 
timate production  of  meat. 

Started  chickens.  Young  chickens 
(chicks,  pullets,  cockerels,  capons) 
which  have  been  fed  and  watered  and 
are  less  than  6  months  of  age. 

[36  FR  23112.  Dec.  3.  1971.  ai^  amended  at  41 
FR  48724.  Nov.  5.  1976.  Redesignated  at  44  FR 
0686.  Oct.  86.  1979,  and  amended  at  59  FR 
12799.  Mar.  18,  1994;  65  FR  8018,  Feb.  17,  2000] 

§145.32  Participatton. 

Participating  flocks  of  meat  type 
chickens,  and  the  ^rgs  and  chicks  pro- 
duced from  them,  shall  comply  with 
the  appUcablej  general  provisions  of 
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subpart  A  of  this  part  and  the  special 
provlsloiis  of  this  subpart  C. 

(a)  The  minimum  weight  of  hatchinir 
eggs  sold  shall  be  l'"r.T  ounces  each,  ex- 
cept as  otherwise  specified  by  the  pur- 
chaser of  the  eggs. 

(b)  Started  chickens  shall  lose  their 
Identity  under  Plan  terminology  when 
not  maintained  by  Plan  participants 
under  the  conditions  prescribed  in 
1145.5(a). 

(c)  Hatching  eggs  produced  by  pri- 
mary breeding  flocks  shall  be  fumi- 
gated (see  §147.25  of  this  chapter)  or 
otherwise  sanitized. 

(d)  Any  nutritive  material  provided 
to  chicks  must  be  free  of  the  avian 
pathogens  that  are  officially  rep- 
resented In  the  Plan  disease  classifica- 
tions listed  In  1145.10. 

(36  FR  23112.  Dec.  3.  1971.  a.s  amended  at  40 
FR  1502.  Jan.  8.  1975;  41  FR  48724,  Nov.  5, 1976. 
Redesignated  at  44  FR  61586,  Oct.  28.  1979,  and 
amended  at  49  FR  19802,  May  10.  1981:  57  PR 
57341.  Dec.  4. 1992:  65  FR  8018.  Feb.  17.  2000] 

§145.33   Terminology    and  Ha—ifica- 

tion;  flocks  and  products. 

Participating  flocks,  and  the  eLrtrs 
and  chicks  produced  from  them,  wliicii 
have  met  the  respective  requirements 

specified  in  this  section  may  be  des- 
ignated by  the  following  terms  and  the 
corresponding  designs  illustrated  in 
§145.10: 

(a)  [Reserved] 

(b)  U.S.  PuUorum-Typfiuid  Clean.  A 
flock  in  which  freedom  from  pullorum 
and  tsrphold  has  been  demonstrated  to 
the  official  State  agency  under  the  cri- 
teria in  one  of  paragraphs  (b)(1) 
through  (5)  of  this  section:  Provided, 
That  a  flock  qualifying  by  means  of  a 
blood  test  shall  be  tested  within  the 
past  12  months,  except  that  the  re- 
testing  of  a  participating  flock  which 
Is  retained  for  more  than  12  months 
shall  be  conducted  a  minimum  of  4 
weeks  after  the  induction  of  molt.  (See 
§145.14  relating  to  the  official  blood 
test  where  applicable.) 

(1)  It  has  been  officially  blood  tested 
with  no  reactors. 

(2)  It  is  a  multiplier  breeding  flock, 
or  a  breeding-  flock  composed  of  progr- 
eny  of  a  primary  breeding  flock  which 
is  intended  solely  for  the  production  of 
multiplier  breeding  flocks,  and  meets 
the  following  speolfloatlons  as  deter- 


mined by  the  Official  State  Agency  and 
the  Service: 
(1)  The  flock  Is  located  In  a  State 

where  all  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  4S  hours  the 
source  of  all  poultry  specimens  from 
which  S.  iniUorum  or  S.  gallinarum  Is 
isolated; 

(ii)  The  flock  is  composed  entirely  of 
birds  that  orlirlnated  fk^m  U.S.  Pol- 

lorum-Typhoid  Clean  breeding  flocks 
or  from  flocks  that  met  equivalent  re- 
quirements under  official  supervision; 
and 

(111)  The  flock  is  located  on  a  prem- 
ises where  either  no  poultry  or  a  flock 

not  classified  as  U.S.  Pullorum-Ty- 
phoid  Clean  were  located  the  previous 
year;  Provided,  That  an  Authorised 
Agent  must  blood  test  up  to  900  birds 
per  flock,  as  described  in  §145.14,  if  the 
Otlicial  State  Agency  determines  that 
tlie  flock  has  been  exposed  to  pul- 
lorum-tsnnhoid.  In  making  determina- 
tions of  exposure  and  setting  the  num- 
ber of  birds  to  be  blood  tested,  the  Offi- 
cial State  Agency  shall  evaluate  the 
results  of  any  blood  tests,  described  In 
§145. 11(a)(1).  that  were  performed  on  an 
unclassified  flo*  k  located  on  the  prem- 
ises during  the  previous  year;  the  ori- 
gins of  the  unclassified  flock;  and  the 
probability  of  contacts  between  the 
flock  for  which  qualification  is  being 
sought  and  (a)  infected  wild  birds,  (b) 
contaminated  feed  or  waste,  or  (c) 
birds,  equipment,  supplies,  or  personnel 
from  flocks  Infected  with  pullorum-ty- 
phoid. 

(3)  It  is  a  multiplier  breeding  flock 
that  originated  from  U.S.  Pullorum- 
Typhoid  Clean  breeding  flocks  or  from 

flocks  that  met  equivalent  require- 
ments under  official  supervision,  and  is 
located  in  a  State  in  which  it  has  been 
determined  by  the  Service  that: 

(1)  All  hatcheries  within  the  State 
are  qualified  as  •"National  Plan  Hatch- 
eries"'  or  have  met  equivalent  require- 
ments for  pullorum- typhoid  control 
under  official  supervision; 

(li)  All  hatchery  supply  flocks  within 
the  State,  are  qualifled  as  U.S.  Pul- 
lorum-Typhoid  Clean  or  have  met 
equivalent  requirements  fcur  pullorom- 
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typhoid  control  under  official  super- 
vision: Provided,  That  if  other  domes- 
tioated  fowl,  except  waterfowl,  are 

maintained  on  the  same  premises  as 
the  participating  flock,  freedom  from 
pullorum-typhoid  infection  shall  be 
demonstrated  by  an  official  blood  test 
of  each  of  these  fowl; 

(iii)  All  shipments  of  products  other 
than  U.S.  Pullorum-Typhoid  Clean,  or 
equivalent,  into  the  State  are  prohib- 
ited; 

(Iv)  All  persons  performing:  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  of  all  poultry  specimens  from 
which  S.  puUorum  or  S.  gaUinarom  is 
isolated; 

(y)  All  reports  of  any  disease  out- 
break involving  a  disease  covered 
under  the  Plan  are  promptly  followed 
by  an  investigation  by  the  Official 
State  Agency  to  determine  the  origin 
of  the  infection;  Provided.  That  if  the 
origin  of  the  infection  involves  another 
State,  or  if  there  is  exposure  to  poultry 
in  another  State  from  the  infected 
flock,  then  the  National  Poultry  Im- 
provement Plan  will  conduct  an  inves- 
tigation; 

(vi)  All  flocks  found  to  be  infected 
with  pnllomm  or  tsrphoid  are  quar- 
antined until  marketed  or  destroyed 
under  the  supervision  of  the  Official 
State  Agency,  or  until  subsequently 
blood  tested  followii^  the  procedure 
for  reacting  flocks  as  contained  in 
§  145.14(a)(5).  and  all  birds  fail  to  dem- 
onstrate puilorum  or  typhoid  infection; 

(vii)  All  poultry,  including  exhi- 
bition, exotic,  and  game  birds,  but  ex- 
cluding waterfowl,  going  to  public  ex- 
hibition shall  come  from  U.S.  Pul- 
lomm-TTPhoid  Olean  or  equivalent 
flocks,  or  have  had  a  negative  pul- 
lorum-typhoid test  within  90  days  of 
goinc:  to  public  exhibition; 

(viii)  Discontinuation  of  any  of  the 
conditions  or  procedures  described  in 
paragraphs  (b)(3)(i).  (ii),  tili).  (iv),  (v), 
(vi),  and  (vii)  of  this  section,  or  the  oc- 
currence of  repeated  outbreaks  of  pui- 
lorum or  typhoid  in  poultry  breeding 
flocks  within  or  originating  within  the 
State  shall  be  grounds  for  the  Service 
to  revoke  its  determination  that  such 
conditions  and  procedures  have  been 
met  or  complied  with.  Such  action 


shall  not  be  taken  until  a  thorough  in- 
vestigation has  been  made  by  the  Serv- 
ice and  the  Official  State  Agency  has 
been  given  an  opportunity  to  present 

its  views. 

(4)  It  is  a  multiplier  breeding  flock 
located  in  a  State  which  has  been  de- 
termined by  the  Service  to  be  in  com- 
pliance with  the  provisions  of  para- 
graph (b)(3)  of  this  section,  and  in 
which  puilorum  disease  or  fowl  typhoid 
is  not  known  to  exist  nor  to  have  ex- 
isted in  hatchery  supply  flocks  within 
the  State  di^ring  the  preceding  12 
months. 

(5)  It  is  a  primary  breeding  flock  lo- 
cated in  a  State  determined  to  be  in 
compliance  with  the  provisions  of  para- 
graph (b)(4)  of  this  section,  and  in 
which  a  sample  of  300  birds  from  flocks 
of  more  than  300,  and  each  bird  in 
flocks  of  300  or  less,  has  been  officially 
tested  for  pullorum-typhoid  with  no  re- 
actors: Provided,  That  a  bacteriological 
examination  monitoring  program  ac- 
ceptable to  the  Official  State  Agency 
and  approved  by  the  Service  may  be 
used  in  lieu  of  blood  testing. 

(c)  U.S.  M.  Gallisepticum  Clean.  (1)  A 
flock  maintained  in  compliance  with 
the  provisions  of  §147.26  of  this  chapter 
and  in  which  freedom  from  M. 
gallisepticum  has  been  demonstrated 
under  the  criteria  specified  in  para- 
graph (c)(l)(i)  or  (ii)  of  this  section. 

(i)  It  is  a  flock  in  which  all  birds  or 
a  sample  of  at  least  800  birds  has  been 
tested  for  Af.  gallisepticum  as  provided 
in  §  145.14(b)  when  more  than  4  months 
of  age:  Provided,  That  to  retain  this 
classiflcation,  a  minimum  of  150  birds 
shall  be  tested  at  intervals  of  not  more 
than  90  days:  And  provided  further.  That 
a  sample  comjprised  of  less  than  150 
birds  may  be  tested  at  any  one  time,  if 
all  pens  are  equally  represented  and  a 
total  150  birds  is  tested  within  each  90- 
day  period;  or 

(ii)  It  is  a  miiltiplier  breeding  flock 
which  originated  as  U.S.  M. 
Gallisepticum  Clean  chicks  from  pri- 
mary breeding  flocks  and  from  which  a 
sample  comprlslBd  of  a  minimum  of  150 
birds  per  flock  has  been  tested  for  M. 
gallisepticum  as  provided  in  §145. 14(b) 
when  more  than  4  months  of  age:  Pro- 
vided.  That  to  retain  this  dasslflca- 
tion.  the  flock  shall  be  subjected  to  one 
of  the  following  procedures: 
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(A)  At  intervals  ol  not  more  than  90 
days,  75  birds  from  the  flock  shall  he 
tested.  Provided.  That  fewer  than  75 
birds  from  the  flock  may  be  tested  at 
any  one  time  if  all  pens  are  equally 
represented  and  a  total  of  at  least  76 
birds  from  the  flock  is  tested  within 
each  90-day  period:  or 

(B)  At  intervals  of  not  more  than  30 
days,  a  samjkle  of  26  cull  chicks  pro- 
duced from  the  floek  shall  be  subjected 
to  laboratory  procedures  acceptable  to 
the  Official  State  Agency  and  approved 
by  the  Service,  for  the  detection  and 
recovery  of  M.  galliseptleiim;  or 

(C)  At  intervals  of  not  more  than  30 
days,  egg  yolk  testing  shall  be  con- 
ducted in  accordance  with  §  147.8  of  this 
chapter. 

(2)  A  participant  handling  U.S.  M. 
Gallisepticum  Clean  products  must 
keep  these  products  separate  from 
other  products  through  the  use  of  sepa- 
rate hatchers  and  incubators,  separate 
hatch  days,  and  proper  hatchery  sani- 
tation and  biosecurity  (see  §§147.22, 
147.23,  and  147.24)  in  a  manner  satisfac- 
tory to  the  Official  State  Agency:  Pro- 
vided, That  U.S.  M.  Gallisepticum 
Clean  chicks  from  primary  breedingr 
flocks  must  be  produced  in  incubators 
and  hatchers  in  which  only  eggs  from 
flocks  qualified  under  ];>aragraph 
(c)(l)(l)  of  this  section  are  set. 

(3)  U.S.  M.  Gallisepticum  Clean 
chick.s  .shall  be  boxed  in  clean  boxes 
and  delivered  in  trucks  that  have  been 
cleaned  and  disinfected  as  described  in 
1147.24(a)  of  this  chapter. 

(4)  Before  male  breeding  birds  may  be 
added  to  a  participating  multiplier 
breeding^  flock,  a  sample  of  at  least  3 
percent  of  the  birds  to  be  added,  with  a 
minimum  of  10  birds  per  pen.  shall  be 
tested  for  M.  gallisepticum  as  provided 
in  {146.14<b>  or  by  a  polymerase  chain 
reaction  (PCR)-based  procedure  ap- 
proved by  the  Department.  The  male 
birds  shall  be  tested  no  more  than  14 
days  prior  to  their  intended  introduc- 
tion into  the  flock.  If  the  serologic 
testing  of  the  birds  yields 
hemagglutination  inhibition  titers  of 
1:40  or  higher,  or  if  the  PCR  testing  is 
positive  for  ifcf.  gallisepticum,  the  male 
birds  may  not  be  added  to  the  flock  and 
must  be  either  retested  or  destroyed. 

(d)  U.S.  Sanitation  Monitored.  This 
program  is  intended  to  be  the  basis 


from  which  the  breeding-hatching  in- 
duBlay  may  conduct  a  program  for  ths 
prevention  and  control  of  Salmonel- 
losis. It  is  intended  to  reduce  the  inci- 
dence of  Salmonella  organisms  in 
hatching  eggs  and  chicks  through  an 
effective  and  practical  sanitation  pro- 
gram at  the  breeder  farm  and  in  the 
hatchery.  This  will  afford  other  seg- 
ments of  the  poultry  industoy  an  (q^ 
portunity  to  reduce  the  incidenoe  <rf 
Salmonella  in  their  products. 

(I)  A  flock  and  the  hatching  eggs  and 
chicks  produced  from  it  whlcdi  have 
met  the  following  requirements  as  de- 
termined by  the  Official  State  Agency: 

(i)  The  flock  shall  originate  from  a 
source  where  sanitation  and  maaage- 
ment  practices,  as  outlined  in 
§  I45.33(d)a)  of  this  paragraph,  are  con- 
ducted; 

(II)  The  flock  is  maintained  in  com- 
pliance with  §§147.21,  147.24(a),  and 

147.26  of  this  chapter: 

(iii)  If  pelletized  feed  contains  animal 
protein,  the  protein  products  shall  be 
purchased  from  participants  in  the 
Animal  Protein  Products  Industry 
(APFIj  Salmonella  EducationyHeduction 
Program  or  the  Ftshmeal  Inspeotlon 
Program  of  the  National  Marine  Fish- 
eries Service.  The  protein  products 
must  have  a  minimum  moisture  con- 
tent of  14.5  percent  and  must  have  hem 
heated  throughout  to  a  minimum  tem- 
perature of  190  "  F.  or  above,  or  to  a 
minimum  temperature  of  165  '■'  F.  for  at 
least  20  minutes,  or  to  a  minimum  tem- 
perature of  184  '  F.  under  70  lbs.  pres- 
sure during  the  manufacturing  process; 

(iv)  If  mash  feed  contains  animal  pro- 
tein, the  protein  products  shall  be  pur- 
chased from  participants  in  the  Animal 
Protein  Products  Indu.stry  (APPI)  Sal- 
monella Education/Keduction  Program 
or  the  Fishmeal  Inspection  Program  of 
the  National  Marine  Fisheries  Service; 

(v)  Feed  shall  be  .stored  and  trans- 
ported in  such  a  manner  as  to  prevent 
possible  contamination; 

(vi)  Chicks  shall  be  hatched  in  a 
hatchery  meeting  the  requirements  of 
§§147.23  and  147.24(b)  of  this  chapter  and 
sanitized  or  fumigated  (see  §147.25  of 
this  chapter); 

(vii)  An  Authorized  Agent  shall  take 
environmental  samples,  as  described  in 
§147.12  of  this  chapter,  from  each  flock 
at  4  months  of  age  and  every  90  days 
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thereafter.  An  authorized  laboratory 
for  Salmonella  shall  examine  the  envi- 
ronmental samples  baoteriologically; 

(vili)  Owners  of  flocks  found  infected 
with  a  paratyphoid  Salmonella  may  vac- 
cinate these  flocks  with  an  autogenous 
bacteria  with  a  potentiating  a,gent* 

(2)  The  Official  State  Agency  may 
use  the  procedures  described  in  §147.14 
of  this  chapter  to  monitor  the  effec- 
tiveness of  the  sanitation  practices. 

(3)  In  order  for  a  hatchery  to  sell 
products  of  this  classification,  all  prod- 
ucts handled  shall  meet  the  require- 
ments of  the  classification. 

(4)  This  classification  may  be  re- 
voked by  the  Official  State  Agency  if 
the  participant  fails  to  follow  rec- 
ommended corrective  measures. 

(e)  U.S.  M.  Synoviae  Clean,  (1)  A  flock 
maintained  in  compliance  with  the 
provisions  of  §  147.26  of  this  chapter  and 
in  which  freedom  from  M.  synoviae  has 
been  demonstrated  under  the  criteria 
specified  In  paragraiih  (e)(l)(l)  or  (11)  of 
this  section. 

(I)  It  is  a  flock  in  which  a  minimum 
of  900  birds  has  been  tested  for  M, 
synoviae  as  provided  in  §  146.14(b)  when 
more  than  4  months  of  age:  Provided, 
That  to  retain  this  classification,  a 
sample  of  at  least  150  birds  shall  be 
tested  at  intervals  of  not  more  than  90 
days:  And  provided  further.  That  a  sam- 
ple comprised  of  less  than  150  birds 
may  be  tested  at  any  one  time  if  all 
pens  are  equally  represented  and  a 
total  of  150  birds  is  tested  within  each 
90-day  period;  or 

(II)  It  is  a  multiplier  breeding  flock 
which  originated  as  U.S.  M.  Synoviae 
Clean  chicks  from  primary  breeding- 
flocks  and  from  which  a  sample  com- 
prised of  a  minimum  of  150  birds  has 
been  tested  for  M.  synoviae  as  provided 
in  §  145.14(b)  when  more  than  4  months 
of  age:  Provided,  That  to  retain  this 
classification,  the  flock  shall  be  sub- 
jected to  one  of  the  following  proce- 
dures: 

(A)  At  intervals  of  not  more  than  90 
days,  75  birds  from  the  flock  shall  be 
tested:  Provided,  That  fewer  than  75 

birds  from  the  flock  may  be  tested  at 
any  one  time  if  all  pens  are  equally 
represented  and  a  total  of  at  least  75 


Preparation  and  use  of  this  type  of  vac- 
cine may  be  regulated  by  State  statutes. 


birds  from  the  flock  is  tested  within 
each  90-day  period;  or 

(6)  At  intervals  of  not  more  than  90 
days,  egg  yolk  testing  shall  be  con- 
ducted in  accordance  with  §147.8  of  this 
chapter. 

(2)  A  participant  handling  U.S.  M. 
Synoviae  Clean  products  shall  keep 
these  products  separate  from  other 
products  in  a  manner  satisfactory  to 
the  official  ^tate  Agency:  Provided, 
That  U.S.  Ml  Ssmovlae  Clean  chicks 
from  primary  breeding  flocks  shall  be 
produced  in  incubators  and  hatchers  in 
which  only  eggs  from  flocks  qualifled 
under  paragraph  (e)(lXl)  or  (11)  of  this 
section  are  set. 

(3)  U.S.  M.  .Synoviae  Clean  chicks 
shall  be  boxed  in  clean  boxes  and  deliv- 
ered in  trucks  that  have  been  cleaned 
and  disinfected  as  described  in 
§  147.24(a)  of  this  chapter. 

(4)  Before  male  breeding  birds  may  be 
added  to  a  participating  multiplier 
breeding  flock,  a  sample  of  at  least  3 
percent  of  the  birds  to  be  added,  with  a 
minimum  of  10  birds  per  pen,  shall  be 
tested  for  M.  synoviae  as  provided  in 
§  145.14(b)  or  by  a  polymerase  chain  re- 
action (PCR)-based  procedure  approved 
by  the  Department.  The  male  birds 
shall  be  tested  no  more  than  14  days 
prior  to  their  intended  introduction 
into  the  flock.  If  the  serologic  testing 
of  the  birds  yields  hemagglutination 
Inhlbitloii  titers  of  1:40  or  higher,  or  if 
the  PCR  testing  is  positive  for  M. 
synoviae,  the  male  birds  may  not  be 
added  to  the  flock  and  must  be  either 
retested  or  destroyed. 

(f)  U.S.  M.  GcMisepticum  Clean  Started 
Pmiliry.  (1)  A  flock  which  originated 
fi'om  U.S.  M.  (1-allisepticum  Clean 
breeding  flocks  and  was  hatched  in  a 
hatchery  approved  by  the  Official  State 
Agency  for  the  production  of  U.S.  M. 
Gallisepticum  Clean  chicks. 

(2)  All  other  poultry  on  the  premises 
of  the  candidate  flock  must  originate 
from  U.S.  M.  (Gallisepticum  Clean 
sources. 

(3)  The  flock  is  maintained  in  compli- 
ance with  the  provisions  of  {147.26  of 

this  chapter. 

(4)  The  flock's  freedom  from  M. 
gallisepticum  is  demonstrated  by  a  neg- 
ative blood  I  test,  as  provided  in 
§  145.14(b).  of  a  sample  of  75  birds,  with 
a  minimum  of  50  birds  per  poultry 
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house,  between  15-20  days  prior  to  the 
flock  being  moved  to  lAying  quarters. 

(5)  Started  poultry  shall  be  delivered 
to  and  from  the  farm  premises  in 
crates  and  vehicles  which  have  been 
cleaned  and  disinfected  as  described  in 
§ 147.24(a)  of  this  chapter. 

U.S.  M.  Si/noviae  Clean  Started 
Poultry.  (1)  A  flock  which  originated 
from  U.S.  M.  Synoviae  Clean  breeding 
flocks  and  was  hatched  in  a  hatchery 
approved  by  the  Official  State  Ag'ency 
for  the  production  of  U.S.  M.  Synoviae 
Clean  chicks. 

(2)  All  other  poultry  on  the  premises 
of  the  candidate  flock  must  originate 
from  U.S.  M.  Synoviae  Clean  sources. 

(3)  The  flock  is  maintained  in  compli- 
ance with  the  provisions  of  §147.26  of 
this  chapter. 

(4)  The  flock's  freedom  from  M. 
synoviae  is  demonstrated  by  a  negative 
blood  test,  as  provided  in  §  145.14(b),  of 
a  sample  of  75  birds,  with  a  minimum 
of  50  birds  per  poultry  house,  between 
15-20  days  prior  to  the  llock  being 
moved  to  laying  quarters. 

(5)  Started  poultry  shall  be  delivered 

to  and  from  the  farm  premises  in 
crates  and  vehicles  which  have  been 
cleaned  and  disinfected  as  described  in 
S  147.24(a)  of  this  chapter. 

(h)  U.S.  S.  Fntrritidis  Clrcin.  This  clas- 
sification is  intended  for  meat-type 
breeders  wishing  to  assure  their  cus- 
tomers that  the  chicks  produced  are 
certified  free  of  Salmonella  enteritidis. 

(1)  A  flock  and  the  hatching  eggs  and 
chicks  produced  from  it  shall  be  eligi- 
ble for  this  classification  if  they  meet 
the  following  requirements,  as  deter- 
mined by  the  Official  State  Agency: 

(1)  The  flock  originated  from  a  U.S. 
S.  Enteritidis  Clean  flock,  or  one  of  the 
following  samples  has  been  examined 
bactoriologically  for  S.  enteritidis  at  an 
authorized  laboratory  and  any  group  D 
Salmonella  samples  have  been 
serotyped: 

(A)  A  25-g-ram  sample  of  meconium 
from  the  chicks  in  the  flock  collected 
and  cultured  as  described  in 
f  147.12(a)(5)  of  this  chapter;  or 

(B)  A  sample  of  chick  papers  col- 
lected and  cultured  as  described  in 
§147.12(0)  of  this  chapter;  or 

(C)  A  sample  of  10  chicks  that  died 
within  7  days  after  hatching. 


(ii)  All  feed  fed  to  the  flock  meets  the 
following  requirements: 

(A)  Pelletized  feed  contains  either  no 
animal  protein  or  only  animal  protein 
products  produced  under  the  Animal 
Protein  Products  Industry  (APPD  Sal- 
monella Eduoatlon/Redaotion  Frognm 
or  the  Fishmeal  Inspection  Program  of 
the  National  Marine  Fisheries  Service 
(NMFS).  The  protein  products  must 
have  a  minimum  moisture  content  of 
14.5  percent  and  must  have  been  heated 
throutrhout  to  a  minimum  temperature 
of  190  ^F,  or  to  a  minimum  temperature 
of  165  ''F  for  at  least  20  minutes,  or  to 
a  minimum  temperature  of  184 
undor  70  iV)s.  pressure  during  the  mana- 
facturing  process; 

(B)  Mash  feed  may  contain  no  animal 
protein  other  than  an  APPI/NMFS  ani- 
mal protein  product  supplement  manu- 
factured in  pellet  form  and  crumbled: 
Provided,  that  mash  feed  mav  contain 
nonpelleted  APPiNMFS  amnial  pro- 
tein product  supplements  if  the  fin- 
ished food  is  tr.  Mted  with  a  salmonella 
control  product  approved  by  the  Food 
and  Drug  Administration. 

(C)  All  feed  18  stored  and  tranaporfeed 
in  such  a  manner  as  to  prevent  possible 
contamination. 

(iii)  The  flock  is  maintained  in  com- 
pliance with  §§147.21,  147.24(a),  and 
147.26  of  this  chapter. 

(iv)  Environmental  samples,  as  de- 
scribed in  §147.12  of  this  chapter,  are 
collected  from  the  flock  by  or  under 
the  supervision  of  an  Authorized  Agent 
when  the  flook  reaches  4  months  of  age 
and  every  30  days  thereafter.  The  envi- 
ronmental samples  shall  be  examined 
bacteriologically  for  group  D  sal- 
monella at  an  authorised  laboratory, 
and  cultures  from  group  D  positive 
samples  shall  be  serotyped. 

(V)  Blood  samples  fi'om  300  birds  from 
the  flock  are  ofClcially  tested  with  pul- 
lorum  antigen  when  the  flock  is  at 
least  4  months  of  aire.  All  birds  with 
positive  or  inconclusive  reactions,  up 
to  a  maximum  of  25  birds,  shall  be  sub- 
mitted to  an  authorized  laboratory  and 
examined  for  the  presence  of  group  D 
salmonella  in  accordance  with  §§147.10 
and  147.11  of  this  chapter.  Cultures 
firom  group  D  positive  samples  shall  be 
serotyped. 
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(vi)  Hatting  eggs  produced  by  the 

flock  are  collected  ap  quickly  as  pos- 
sible and  are  handled  as  described  in 
§147.22  of  this  chapter, 
(vil)  Hatching  eggs  prodaced  by  the 

flock  are  incubated  in  a  hatchery  that 
is  in  compliance  with  the  recommenda- 
tions in  §§147.23  and  147.24(b)  of  this 
chapter,  and  the  hatchery  must  have 
been  sanitized  either  by  a  procedure 
approved  by  the  Official  State  Agency 
or  by  fumigation. 

(2)  If  SalmoneUa  enteriUdis  serotype 
Enteritidis  (SE)  is  isolated  from  a  spec- 
imen taken  from  a  bird  in  the  flock, 
except  as  provided  in  paragraph  (h)(3) 
of  this  section,  the  flock  shall  not  be 
eligible  for  this  classification. 

(3)  If  SE  Is  isolated  from  an  environ- 
mental sample  collected  from  the  flock 
In  accordance  with  paragraph  (h)(l)(iv) 
of  this  section,  25  randomly  selected 
live  birds  from  the  flock  andor  500 
cloacal  swabs  collected  in  accordance 
with  §  147.12(a)(2)  of  this  chapter  must 
be  bacterlologically  examined  for  SE 
as  described  In  §147.11  of  this  chapter. 
If  only  one  bird  from  the  25-bird  sample 
is  found  positive  for  SE,  the  partici- 
pant may  requrat  bacteriological  ex- 
amination of  a  second  25-bird  sample 
from  the  flock.  If  no  SE  is  recovered 
from  any  of  the  specimens  in  the  sec- 
ond sample,  the  flock  will  be  eligible 
for  the  classification  and  will  remain 
eligible  for  thi.s  classification  If  the 
flock  is  tested  in  accordance  with  para- 
graph (hXlKv)  of  this  section  each  30 
days  and  no  positive  samifles  are  found. 

(4)  In  order  for  a  hatchery  to  sell 
products  of  this  classification,  all  prod- 
ucts handled  by  the  hatchery  must 
meet  the  requirements  of  this  parar 
graph. 

(5)  This  classification  may  be  re- 
voked by  the  Official  State  .^ency  If 
the  participant  fails  to  follow  rec- 

ommended  corrective  measures.  The 
Uliicial  State  Agency  aiiall  not  revoke 
the  participant's  classification  until 
the  participant  has  been  given  an  op- 
portimity  for  a  hearing  in  accordance 
with  rules  of  practice  adopted  by  the 
Official  State  Agency. 

(i)  U.S.  Salmonella  Monitored.  This 
program  is  intended  to  be  the  basis 
from  which  the  breeding-hatching  in- 
dustry may  conduct  a  program  for  the 
prevention  and  control  of  Salmonel- 


losis. It  is  intended  to  reduce  the  inci- 
dence of  Salmonella  oi^anisms  in 
hatching  eggs  and  chicks  through  an 
effective  and  practical  sanitation  pro- 
gram at  the  breeder  fBrm  and  in  the 

hatchery.  This  will  afford  other  seg- 
ments of  the  poultry  industry  an  op- 
portunity to  reduce  the  incidence  of 
Salmonella  In  their  products. 

(1)  A  flock  and  the  hatching  eggs  and 
chicks  produced  from  it  that  have  met 
the  following  requirements,  as  deter- 
mined by  the  Official  State  Agency: 

(1)  The  flock  shall  originate  from  a 
source  where  sanitation  and  manage- 
ment practices,  as  outlined  in 
§  145.33(d)(1),  are  conducted; 

(ii)  The  flock  is  maintained  In  com- 
pliance with  §§147.21,  147.24(a),  and 
147.26  of  this  chapter: 

(iil)  If  feed  contains  animal  protein, 
the  protein  products  should  be  pur- 
chased from  participants  in  the  Animal 
Protein  Products  Industry  (APPI)  Sal- 
monella Education; Reduction  Program. 
The  protein  products  must  have  a  min- 
imum molsturie  content  of  14.5  percent 
and  must  have  been  heated  throughout 
to  a  minimum  temperature  of  190  °F  or 
above,  or  to  a  minimum  temperature  of 
165  for  at  least  20  minutes,  or  to  a 
minimum  temperature  of  184  *F  under 
70  lbs.  pressure  during  the  manufac- 
turing process; 

(iv)  Feed  shall  be  stored  and  trans- 
ported In  a  manner  to  prevent  possible 

contamination; 

(V)  Chicks  shall  be  hatched  in  a 
hatchery  meeting  the  requirements  of 
§§  147.23  and  147.24(b)  of  this  chapter  and 
sari  izi  I  or  fumigated  (see  {147.25  of 
this  chapter). 

(vi)  An  Authorized  Agent  shall  take 
environmental  samples  from  the  hatch- 
ery every  30  days;  i.e..  meconium  or 
chick  papers.  An  authorized  laboratory 
for  Salmonella  shall  examine  the  sam- 
ples bacteriologlcally; 

(vll)  An  Authorized  Agent  shall  take 
environmental  samples  as  described  in 
§147.12  of  this  chapter  from  each  flock 
at  4  months  of  age  and  every  30  days 
thereafter.  An  authorized  laboratory 
for  Salmonella  shall  examine  the  envi- 
ronmental samples  bacterlologically; 

(viii)  Owners  of  llocks  may  vaccinate 
with  a  paratsrjphold  vaccine:  Provided, 
That  a  sample  of  350  birds,  which  will 
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he  banded  for  identification,  shall  re- 
main unvaccinated  until  the  Hook 
reaches  at  least  4  months  of  agre. 

(2)  The  Official  State  Agency  may 
use  the  procedures  described  in  §147.14 
of  this  chapter  to  monitor  the  effec- 
tiveness of  the  egg  sanitation  prac- 
tices. 

(3)  In  order  for  a  hatchery  to  sell 

products  of  this  classification,  all  prod- 
ucts handled  shall  meet  the  reqtuire- 
ments  of  the  classification. 

(4)  This  classification  may  be  re- 
voked by  the  Official  State  Agency  if 
the  participant  fails  to  follow  rec- 
ommended corrective  measures. 

(j)  U,S.  M.  GaJUsepHcum  Monitored.  (1) 
A  multiplier  breeding  flock  in  which 
all  birds  or  a  sample  of  at  least  20  birds 
per  house  has  been  tested  for  M. 
(falHsepticum  as  provided  In  f  146.14(b) 
when  more  than  4  months  of  age:  Pro- 
vided, That  to  retain  this  classifica- 
tion, a  minimum  of  20  birds  per  house 
shall  be  tested  again  at  86  to  38  weeks 
and  at  48  to  50  weeks  at  a  minimum: 
And  provided  further.  That  each  20-bird 
sample  should  come  from  two  locations 
within  the  house  (10  from  the  front  half 
of  the  house  and  10  from  the  back  half 
of  the  house).  A  representative  sample 
of  males  and  females  should  be  sam- 
pled. The  samples  shall  be  marked 
'*male'*  or  "female." 

(2)  A  participant  handling  U.S.  M. 
Gallisepticum  Monitored  products 
shall  keep  these  products  separate 
from  other  products  in  a  manner  satis- 
factory to  the  Official  State  Ag-ency: 
Provided,  That  U.S.  M.  Gallisepticum 
Monitored  chicks  ttom  multiplier 
breeding  flocks  shall  be  produced  in  in- 
cubators and  hatchers  in  which  only 
eggs  from  flocks  qualified  under  para- 
graph (J)(l)  of  this  secUon  are  set.  E^s 
from  U.S.  M.  Gallisepticum  Monitored 
multiplier  breeding-  flocks  shall  not  be 
set  in  hatchers  or  incubators  in  which 
eggs  fl^m  U.S.  M.  Gktllisepticum  Clean 
primary  breeding  flocks  qualified 
under  paragraph  (c)(l)(i)  of  this  section 
are  set. 

(3)  U.S.  M.  Gallisepticum  Monitored 

chic  I  s  shall  be  boxed  in  clean  boxes 
and  delivered  in  trucks  that  have  been 
cleaned  and  disinfected  as  described  in 
§  147.a4(a)  of  this  chapter. 

(k)  U.S.  M.  Synoviae  Monitored.  (1)  A 
multiplier  breeding  flock  in  which  all 


birds  or  a  sample  of  at  least  30  birds 

per  house  has  been  tested  for  M. 
synoviae  as  provided  In  §  145.14(b)  when 
more  than  4  months  of  age:  Provided, 
That  to  retain  this  classification,  a 
minimum  of  20  birds  per  house  shall  be 
tested  ag-ain  at  36  to  38  weeks  and  at  48 
to  50  weeks  at  a  minimum:  And  pro- 
vided further.  That  each  20-bird  sample 
should  come  from  two  locations  within 
the  house  (10  from  the  front  half  of  the 
house  and  10  from  the  back  half  of  the 
house).  A  representative  sample  of 
males  and  females  should  be  sampled. 
The  samples  shall  be  marked  ''male**  or 
"female." 

(2)  A  participant  handling  U.S.  M. 
S3rnoviae  Monitored  products  shall 
keep  these  products  separate  from 
other  products  in  a  manner  satisfac- 
tory to  the  Official  State  Agency:  Pro- 
vided, That  U.S.  M.  Synoviae  Mon> 
itored  chicks  from  multiplier  breeding 
flocks  shall  be  produced  in  incubators 
and  hatchers  in  which  only  eggs  from 
flocks  qaallfled  under  paragraph  (k)(l) 
of  this  section  are  set.  Eggs  from  U.S. 
M.  Synoviae  Monitored  multiplier 
breeding  flocks  shall  not  be  set  In 
hatchers  or  Incubators  in  which  eggB 
from  U.S.  M.  Ssnaovlae  Clean  primary 
breeding  flocks  qualified  under  parftp 
graph  (e)(l)(i)  of  this  section  are  set. 

(3)  U.S.  M.  Synoviae  Monitored 
chicks  shall  be  boxed  in  clean  boxes 
and  delivered  in  trucks  that  have  been 
cleaned  and  disinfected  as  described  in 
§  147.24(a)  of  this  chapter. 

(1)  U.S.  Avian  Influenza  Clean.  This 
program  is  intended  to  be  the  basis 
from  which  the  breeding-hatchery  in- 
dustry may  conduct  a  program  for  the 
prevention  and  control  of  avian  influ- 
enza. It  is  intended  to  determine  the 
presence  of  avian  influenza  in  primary 
breeding  chickens  through  routine  se- 
rological surveillance  of  each  partici- 
pating breeding  flock.  A  flock  and  the 
hatching  eggs  and  chicks  produced 
from  it  will  qualify  for  this  classifica- 
tion when  the  Official  State  Agency  de- 
termines ttiat  they  have  met  one  of  the 
following  requirements: 

(1)  It  is  a  primary  breeding  flock  in 
which  a  minimum  of  30  birds  have  been 
tested  negative  for  antibodies  to  avian 
influenza  when  more  than  4  montiis  of 
age.  To  retain  this  classification: 
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(i)  A  sample  of  at  least  30  birds  must 
be  tested  negative  at  intervals  of  90 
days;  or 

(ii)  A  sample  of  fewer  than  30  birds 
may  "be  tested,  and  found  to  he  nega- 
tive, at  any  one  time  if  all  pens  are 
equally  represented  and  a  total  of  30 
birds  is  tested  witliin  each  90-day  pe- 
riod. 

(2^  It  is  a  multiplier  breeding-  flock  in 
which  a  minimum  of  30  birds  have  been 
tested  negative  for  antibodies  to  avian 
Inflnenza  when  more  than  4  months  of 
age.  To  retain  this  classification: 

(i)  A  sample  of  at  least  30  birds  must 
be  tested  negative  at  intervals  of  180 
da3rs;  or 

(ii)  A  sample  of  fewer  than  30  birds 
may  be  tested,  and  found  to  be  neira- 
tive,  at  any  one  time  if  all  pens  are 
equally  represented  and  a  total  of  30 
birds  is  tested  within  each  IflO-day  pe- 
riod. 

(  Approved  by  the  Office  of  Manag^ement  and 
BudpTPt  under  control  number  0579-0007) 

[36  FR  23112.  Dec.  3.  1971] 

EDITORIAL  NOTE:  For  Federal  Register  ci- 
tations affecting  §  145.33.  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  OPO  Aoceas. 

$146^  Terminology    and  classifica- 
tkm;  States. 

(a)  U.S.  PyUorum-Typhoid-Clean  State. 

(1)  A  State  will  be  declared  a  U.S.  Pul- 
lorum-Typhoid  Clean  State  when  it  has 
been  determined  by  the  Service  that: 

(1)  The  State  is  in  compliance  with 
the  provisions  contained  in 
§145.23(b)(3)(i)  throuerh  (vii). 
§i45.a3(b)<.3)(i)  thiough  (vii), 
S145.43(b)(3Kl)  thron^rh  (vi).  and 
§145.53(b)(3)(i)  through  (vii). 

(ii)  No  pullorum  disease  or  fowl  ty- 
phoid is  known  to  exist  nor  to  have  ex- 
isted in  hatchery  supply  flocks  within 
the  State  during-  the  precedinfr  12 
months:  Provided.  That  pullorum  dis- 
ease or  fowl  typhoid  found  witliin  the 
preceding  24  months  in  waterfowl,  exhi- 
bition poultry,  and  g-ame  bird  breeding 
flocks  will  not  prevent  a  State,  which 
is  otherwise  eligible  from  qualifying. 

(2)  Dlsoontinnation  of  any  of  the  con- 
ditlons  described  in  paragraph  faKl)(i) 
of  this  section,  or  repeated  outbreaks 
of  pullorum  or  typhoid  occur  in  hatch- 


ery supply  flocks  described  in  para- 
graph (a)(l)(ii)  of  this  section,  or  if  an 
infection  spreads  from  the  originating 
premises,  the  Service  shall  have 
grounds  to  revoke  its  determination 
that  the  State  is  entitled  to  this  classi- 
fication. Such  action  shall  not  be 
taken  until  a  thorough  investigation 
has  been  made  by  the  Service  and  the 
Official  State  Agency  has  been  given 
an  opportunity  for  a  hearing  in  accord- 
ance with  rules  of  practice  adopted  by 
the  Administrator. 

(b)  U.S.  M.  Gallisepticum  Clean  State, 
Meat-Type  Chickens.  (1)  A  State  will  be 
declared  a  U.S.  M.  Gallisepticum  Clean 
State.  Meat-Type  Chickens,  when  it 
has  been  determined  by  the  Service 
that: 

(i)  No  M.  gcUUsepticum  is  known  to 
exist  nor  to  have  existed  in  meat-type 

chicken  breeding  flocks  in  production 
within  the  State  during  the  preceding 
12  months; 

(ii)  All  meat-type  chicken  breeding 
flocks  in  production  are  classified  as 
U.S.  M.  Gallisepticum  Clean  or  have 
met  equivalent  requirements  for  M. 
gatliaepticum  control  under  official  su- 
pervision; 

(iii)  All  hatcheries  within  the  State 
which  handle  products  from  meat-type 
chicken  breeding  flocks  only  handle 
products  which  are  classified  as  U.S.  M. 
Gallisepticum  Clean  or  have  met  equiv- 
alent requirements  for  M.  gaUisepticum 
control  under  official  supervision; 

(iv)  All  shipments  of  products  from 
meat-type  chicken  breeding  flocks 
other  than  those  classified  as  U.S.  M. 
Gallisepticum  Clean,  or  equivalent, 
into  the  State  are  prohibited; 

(V)  All  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  of  all  specimens  from  chickens 
from  meat-type  chicken  breeding 
flocks  that  have  been  Identified  as 
being  infected  with  M.  gallisepticum: 

(vi)  All  reports  of  M.  gallisepticum  in- 
fection in  chickens  firom  meat-t3rpe 
chicken  breeding  flocks  are  promptly 
followed  by  an  investigation  by  the  Of- 
ficial State  Agency  to  determine  the 
origin  of  the  infection; 
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(vll)  All  chickens  from  meat-t3rpe 
chicken  breeding  flocks  found  to  be  in- 
fected with  M.  galliseplicum  are  quar- 
antined  until  marketed  under  super- 
vision  of  the  Official  State  Agency. 

(2)  Discontinuation  of  any  of  the  con- 
ditions described  in  paragraph  (b)(1)  of 
this  section,  or  if  repeated  outbreaks  of 
M.  gallisepticum  occur  in  meat-type 
chicken  breeding  flocks  described  in 
paragrapli  (bKl)(ii)  of  this  section,  or  if 
an  infection  spreads  from  the  origi- 
nating premises,  the  Service  shall  have 
grounds  to  revoke  its  determination 
that  the  State  is  entitled  to  this  classi- 
fication. Such  action  shall  not  he 
taken  nntil  a  thorough  investigation 
has  been  made  by  the  Service  and  the 
Official  State  Agency  has  been  given 
an  opportunity  for  a  hearing  in  accord- 
ance with  rules  of  practice  adopted  by 
the  Administrator. 

[40  PR  150!^.  Jan.  8.  1975.  Redesig-nated  at  44 
PR  61586,  Oct.  26,  1979,  and  amended  at  50  FR 
lfM09,  May  18.  ISeS;  84  PR  28067.  June  5.  1960; 
67  PR  8409,  Peb.  25, 2002] 

Subpart  D— Special  Provisions  for 
Turkey  Breeding  Flocks  and 
Products 

§  145.41  Definitions. 

Elxcept  where  the  context  otherwise 
requires,  for  the  purposes  of  this  sub- 
part the  following  terms  sliall  be  con- 
strued, respectively,  to  mean: 

Poults.  Newly  hatched  turkeys. 

[36  FH  23112.  Dec.  3.  1971.  as  amended  at  41 
PR  48725,  Nov.  5.  1076.  Redesiimated  at  44  PR 

61586.  Oct.  2fi.  197!).  and  amondt^-d  at  59  FR 
12799,  Mar.  18.  1994;  65  FR  8018,  Feb.  17,  2000J 

S146.42  Ptotieipatioii. 

(a)  Participating-  turkey  flocks,  and 
the  e^ixs  and  poults  produced  from 
them,  shall  comply  with  the  applicable 
general  provisions  of  subpart  A  of  this 
part  and  the  special  provisions  of  this 
subpart  D. 

(b)  The  minimum  weight  of  turkey 
batching  eggs  shipped  interstate  shall 
be  2  ounces  each  for  small  varieties  and 
2^i;  ounces  each  for  other  varieties,  un- 
less otherwise  specified  by  the  pur- 
chaser of  the  eggB- 

(c)  Hatching  eggs  shall  be  fumiarated 
(see  §147.25  of  this  chapter)  or  other- 
wise sanitized. 


(d)  Any  nutritive  material  provided 
to  poults  must  be  free  of  the  avian 
pathogens  that  are  officially  rep- 
resented in  the  Plan  disease  olasBlflca- 
tions  listed  in  f  145.10. 

[96  PR  28112,  Deo.  8,  1071,  as  amended  at  38 

FR  13707,  May  24.  1973:  40  FR  1503.  Jan.  8. 
1975.  Redesignated  at  44  FR  61586,  Oct.  26, 
1979,  and  amended  at  49  FR  19802.  Vkj  10, 
1984:  57  FR  57341.  Deo.  4.  1902;  66  PR  8018.  PA. 
17.2000J 

1145.43  Terminology    and  HltffMIlM- 

tion;  flocks  and  products. 

Participating  flocks,  and  the  eggs 
and  poults  produced  from  them,  which 
have  met  the  respective  requirements 
specified  in  this  section  may  be  des- 
ignated by  the  following  terms  and  the 
corresponding  designs  illustrated  in 
§145.10: 

(a)  CRMerved] 

(b)  U.S.  Pullorum-Typhnid  Clean.  A 
flock  in  which  freedom  ironi  pullorum 
and  typhoid  has  been  demonstrated  to 
the  official  State  agency  under  the  cri- 
teria in  one  of  the  following  paragraphs 
(b)(1)  through  (5)  of  this  section:  Pro- 
vided, That  a  flock  qualifying  by  means 
of  a  blood  test  shall  be  tested  within 
the  past  12  months,  except  that  the  re- 
testing  of  a  participating  flock  which 
is  retained  for  more  than  12  months 
shall  be  conducted  a  minimum  of  4 
weeks  after  the  induction  of  molt.  (See 
§145.14  relating  to  the  official  blood 
test  where  applicable.) 

(1)  It  has  been  officially  blood  tested 
with  no  reactors. 

(2)  It  is  a  multiplier  breeding  flock, 
or  a  breeding  flock  composed  of  prog- 
eny of  a  primary  breeding  flock  which 
is  intended  solely  for  the  production  of 
multiplier  breedintr  flocks,  and  meets 
the  following  specifications  as  deter- 
mined by  the  Official  State  Agency  and 
the  Service: 

(i)  The  flock  is  located  in  a  State 
where  all  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial state  Agency  within  48  hours  the 
source  of  all  poultry  specimens  from 
which  S.  pullorum  or  S.  gallinarum  is 
isolated: 

(ii)  The  flock  is  composed  entirely  of 
birds  that  originated  from  U.S.  Pul- 
lorum-Typhoid  Clean  breeding  flocks 
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or  firom  flocks  that  met  equivalent  re- 
quirements under  official  supervision; 

and 

(iii)  The  flock  is  located  on  a  prem- 
ises where  either  no  poultry  or  a  flock 
not  classifled  as  U.S.  PuUorum-Ty- 

phoid  Clean  were  located  the  previous 
year;  Provided,  That  an  Authorized 
Agent  must  blood  test  up  to  300  birds 
per  flock,  as  described  in  §145.14,  if  the 
Official  State  Agency  determines  that 
the  flock  has  been  exposed  to  pul- 
lorum-typhoid.  In  making  determina- 
tions of  exposure  and  setting  the  num- 
ber of  birds  to  be  blood  tested,  the  Offi- 
cial State  Agency  shall  evaluate  the 
results  of  any  blood  tests,  described  in 
S145.14(aKl).  that  were  performed  on  an 
unclassified  flock  located  on  the  prem- 
ises during  the  previous  year:  the  ori- 
gins of  the  unclassified  flock;  and  the 
probability  of  contacts  between  the 
flock  for  which  qualification  is  being 
sought  and  (a)  infected  wild  birds,  (b) 
contaminated  feed  or  waste,  or  (c) 
birds,  equipment,  supplies,  or  personnel 
from  flocks  infected  with  pullorum-ty- 
phoid. 

(3)  It  is  a  multiplier  breeding  flock, 
or  a  breeding  flock  composed  of  prog- 
eny of  a  primary  breeding  flock  which 
is  intended  solely  for  the  production  of 
multiplier  breeding  flocks,  that  origi- 
nated from  U.S.  Pullorum-Ty  phoid 
Clean  breeding  flocks  or  from  flocks 
that  met  equivalent  requirements 
under  official  supervision,  and  is  lo- 
cated in  a  State  in  which  it  has  been 
determined  by  the  Service  that: 

(1)  All  turkey  hatcheries  within  the 
State  are  qualified  as  **Natlonal  Plan 
Hatcheries"  or  have  met  equivalent  re- 
quirements for  pullorum-typhoid  con- 
trol under  official  supervision; 

(U)  All  turkey  hatchery  supply  flocks 
within  the  State  are  qualified  as  U.S. 
Pullorum-Typhoid  Clean  or  have  met 
equivalent  requirements  for  pullorum- 
tsrphoid  control  under  official  super- 
vision: Provided,  That  if  other  domes- 
ticated fowl,  except  waterfowl,  are 
maintained  on  the  same  premises  as 
the  participating  flock,  fireedom  from 
pullorum-typhoid  infection  shall  be 
demonstrated  by  an  official  blood  test 
of  each  of  these  fowl; 

(ill)  All  shipments  of  products  other 
than  U.S.  Pullorum-Typhoid  Clean,  or 


equivalent,  into  the  State  are  prohib- 
ited; 

(iv)  All  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  of  all  poultry  specimens  from 
which  b.  pullorum  or  S.  gallinaruin  is 
isolated; 

fv)  All  reports  of  any  disease  out- 
break involving  a  disease  covered 
under  the  Plan  are  promptly  followed 
by  an  Investigation  by  the  Official 
State  Agency  to  determine  the  origin 
of  the  infection;  Provided.  That  if  the 
origin  of  the  infection  involves  another 
State,  or  if  there  is  exposure  to  poultry 
in  another  State  from  the  infected 
flock,  then  the  National  Poultry  Im- 
provement Plan  will  conduct  an  inves- 
tigation: 

(vi)  All  flocks  found  to  be  Infected 
with  pullorum  or  typhoid  are  quar- 
antined until  marketed  or  destroyed 
under  the  supervision  of  the  Official 
State  Agency,  or  until  subsequently 
blood  tested,  following  the  procedure 
for  reacting  flocks  as  contained  in 
§145.14(aK5),  and  all  birds  fail  to  dem- 
onstrate pullorum  or  typhoid  Infection; 

(vii)  [Reserved] 

(viii)  Discontinuation  of  any  of  the 
conditions  or  procedures  described  in 
paragraphs  (b)(8)(i),  (11).  (Ui).  (iv),  (v). 
and  (vi)  of  this  section,  or  the  occur- 
rence of  repeated  outbreaks  of  pul- 
lorum or  typhoid  in  turkey  breeding 
flocks  within  or  originating  within  the 
State  shall  be  grounds  for  the  Service 
to  revoke  its  determination  that  such 
conditions  and  procedures  have  been 
met  or  coniplled  with.  Such  action 
shall  not  be  taken  until  a  thorough  in- 
vestigation has  been  made  by  the  Serv- 
ice and  the  Official  State  Agency  has 
been  given  an  opportunity  to  present 
its  views. 

(4)  It  is  a  multiplier  breeding  flock 
located  in  a  State  which  has  been  de- 
termined by  the  Service  to  be  In  com- 
pliance with  the  provisions  of  para- 
graph (b)(3)  of  this  section  and  in  which 
pullorum  disease  or  fowl  typhoid  is  not 
known  to  exist  nor  to  have  existed  in 
turkey  hatchery  supply  flocks  within 
the  State  during  the  preceding  24 
months. 

(5)  It  is  a  primary  breeding  flock  lo- 
cated in  a  State  determined  to  be  in 
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compUance  with  the  provlBloiiB  of  para- 
grraph  0))(4),  of  this  section  and  In 
which  a  sample  of  300  birds  from  flocks 
of  more  than  300,  and  each  bird  in 
flooloi  of  300  or  less,  has  been  officially 
tested  for  pullorum-typhoid  with  no  re- 
actors: Provided.  That  a  bacteriological 
examination  monitoring  program  ac- 
ceptable to  the  Offtdal  State  Agency 
and  approved  by  the  Service  may  be 
used  in  lieu  of  blood  testing:. 

(c)  U.S.  M.  Gallisepticum  Clean.  (1)  A 
flock  maintained  in  accordance  with 
the  conditions  and  procedures  de- 
scribed in  §147.26  of  this  chapter,  and  in 
which  no  reactors  are  found  when  a 
random  sample  of  at  least  10  percent  of 
the  birds  in  the  flock,  or  300  birds  In 
flocks  of  more  than  300  and  each  bird  in 
flocks  of  300  or  less,  is  tested  when 
more  than  12  weeks  of  age,  in  accord- 
ance with  the  procedures  described  in 
§  145.14(b):  Provided,  That  to  retain  this 
classification,  a  minimum  of  30  sam- 
ples from  male  flocks  and  60  samples 
trom  female  flocks  shall  be  retested  at 
28-80  weeks  of  ai^^e  and  at  4-6  week  in- 
tervals thereafter. 

(2)  A  flock  qualified  as  U.S.  M. 
GtaUlseptlcum  dean  may  retain  the 
classification  through  its  first  egg-lay- 
ing cycle,  provided  it  is  maintained  in 
isolation  and  no  evidence  of  Af. 
gallisepticum  Infection  is  revealed.  A 
flock  which  is  molted  following  com- 
pletion of  an  egg-laying  cycle  and  sub- 
sequently brought  back  into  produc- 
tion, shall  be  retested  within  2  weeks 
prior  to  production,  as  described  in 
paragraph  (c)(1)  of  this  section,  A  State 
inspector  shall  visit  with  the  owner  or 
manager  of  each  flock  at  least  once 
during  each  laying  cycle  to  discuss  and 
ascertain  whether  the  applicable  condi- 
tions outlined  in  §  147.26  of  this  chapter 
are  being  met.  If  a  flock  proves  to  be 
infected  with  M.  gaUisepticum,  it  shall 
lose  this  classification. 

(3)  In  order  to  sell  hatching  eggs  or 
poults  of  this  olassiflcation,  all  hatch- 
ing eggs  and  poults  handled  by  the  par- 
ticipant must  be  of  this  classification. 

(d)  U.S.  M.  Meleagridis  Clean.  (1)  A 
flock  in  which  freedom  from  M. 
meleagridis  has  been  demonstrated 
under  the  following  criteria: 

(1)  A  sample  of  100  birds  from  each 
flock  has  been  tested  for  M.  meleagridis 
when  more  than  12  weeks  of  age:  Pro- 


vided, That  to  retain  this  olassifloa- 
tion,  a  minimum  of  30  samples  from 

male  flocks  and  60  samples  from  female 
flocks  shall  be  retested  at  28-30  weeks 
of  age  and  at  4-6  week  intervals  there- 
after. 

(2)  The  official  blood  tests  for  M. 
meleagridis  shall  be  the  serum  plate  ag- 
glutination test,  the  tube  agglutina- 
tion test,  or  the  microagglutination 
test.  The  hemagglntination  inhibition 
(HI)  test,  microhemagglutination  inhi- 
bition test,  serum  plate  dilution  test, 
microagglutination  test  and  the  en- 
zyme-linked immunosorbent  assay 
(ELISA)5  test  may  be  used  as  supple- 
mental tests  to  determine  the  status  of 
the  flock,  in  accordance  with  §  147.6(b) 
of  this  copter. 

(8)  The  tests  shall  be  conducted  using 
Af.  meleagridis  antigens  and  the  proto- 
cols for  testing  approved  by  the  De- 
partment or  the  Official  State  Agency. 

(4)  When  reactors  to  the  official  test 
are  found  and  can  be  identified,  10  tra- 
cheal swabs  and/or  vaginal  or  phallus 
swabs  and  their  corresponding  blood 
samples  shall  be  submitted  to  a  labora- 
tory for  serologioal  and  cnltoral  exam- 
ination. If  reactors  cannot  be  identi- 
fied, at  least  30  tracheal  swabs  and'or 
vaginal  or  phallus  swabs  and  their  cor- 
resiK>ndlng  blood  samples  shall  be  sub- 
mitted. In  a  flock  with  a  low  reactor 
rate  (less  than  5  reactors)  the  reactors 
may  be  submitted  to  the  laboratory 
within  10  d^^  for  serology,  necropsy, 
and  thorough  bacteriological  examina- 
tion. 

(5)  If  a  mycoplasma  is  isolated,  the 
organism  must  be  serotjrpcd.  If  M. 
meleagridis  is  isolated,  the  block  shall 

be  considered  infected. 

(e)  U.S.  M.  Synoviae  Clean.  (1)  All 
birds,  or  a  sample  of  at  least  100  birds 
from  flocks  of  more  than  100  and  each 
bird  in  flocks  of  100  or  less,  have  been 
tested  for  M.  synoviae  when  more  than 
12  weeks  of  age  in  accordance  with  the 
procedures  In  §  146.14(b)!  Provided,  That 
to  retain  this  classification  a  minimum 
of  30  samples  from  male  flocks  and  60 
samples  from  female  flocks  shall  be  re- 
tested at  28-30  weeks  of  age  and  at  4-6 
week  Intervals  thereafter. 


•See  footnote  3  to  S145.14(bKl). 
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(2)  When  reactors  to  the  official  test 
are  found  and  can  be  identified,  tra- 
cheal swabs  and  their  corresponding 
blood  samples  ft^m  10  (all  if  fewer  than 
10)  reacting  birds  shall  be  submitted  to 
an  authorized  laboratory  for  sero- 
logical and  cultural  examination.  If  re- 
actors oannot  he  identified,  at  least  30 
tradieal  swabs  and  their  corresponding- 
blood  samples  shall  be  submitted.  In  a 
flock  with  a  low  reactor  rate  (less  than 
live  reactors)  the  reactors  may  be  sub- 
mitted to  the  laboratory  within  10  days 
for  serology,  necropsy,  and  thorough 
bacteriological  examination.  When  re- 
actors to  the  official  test  are  fonnd,  the 
procedures  outlined  in  §147.6  of  this 
chapter  will  be  used  to  determine  the 
status  of  the  flock. 

(3)  Flocks  located  on  premises  which, 
during  3  consecutive  years,  have  con- 
tained breeding  flocks  qualified  as  U.S. 
M.  Synoviae  Clean,  as  described  in 
paragraph  (e)(1)  above,  may  qualify  for 
this  classification  by  a  negative  blood 
tost  of  at  least  100  birds  from  flocks  of 
more  than  100  and  each  bird  in  flocks  of 
100  or  less,  when  more  than  12  weeks  of 
age,  and  by  testing  a  minimum  of  30 
samples  from  male  flocks  and  60  sam- 
ples from  female  flocks  at  2&-30  weeks 
of  age  and  at  45  weeks  of  age. 

(f)  U.S.  SanUation  Monitored,  Turkeys. 
A  flock  or  hatchery  whose  owner  is 
controlling  or  reducing  the  level  of  sal- 
monella through  compliance  with  sani- 
tation and  management  practices  as 
described  in  subpart  C  of  part  147  of 
this  chapter,  and  where  the  following 
monitoring,  testing,  and  management 
practices  are  conducted: 

(1)  Hatchery  debris  (dead  germ  hatch- 
ing eggs,  fluff,  and  meconium  collected 
by  sexors).  a  sample  of  the  poults  that 
died  within  10  days  after  hatching,  or 
both,  from  each  candidate  breeding 
flock  produced  by  a  primary  breeder, 
are  examined  bacteinologically  at  an 

authorised  laboratory  for  Salmonella. 

(2)  The  poults  for  the  candidate 
breedin.£r  flock  are  placed  m  a  building 
that  has  been  cleaned,  disinfected,  and 
examined  bacteriologicaily  for  the 
presence  of  Salmonella  by  an  Author- 
ized A£rent.  as  described  in  §147.12  of 
this  chapter. 

(3)  Feed  for  turkesrs  in  the  candidate 
breedin?  flock  shall  meet  the  following 
requirements: 


§145^ 

(i)  All  feed  manufactured  in  pellet 
form  must  contain  a  minimum  mois- 
ture content  of  14.5  percent  and  must 
have  been  hlsated  throughout  to  a  min- 
imum temperature  of  190  °  F.  or  above, 
or  to  a  minimum  temperature  of  165  * 
F.  for  at  least  20  minutes,  or  to  a  min- 
imum temperature  of  184  *  F.  under  70 
lbs  pressure  during  the  manufacturing 
process. 

Cii)  Initial  feed  for  poults  to  2  weeks 
of  age  mustl  be  manulactured  in  pellet 

form.  Initial  feed  may  contain  no  ani- 
mal protein  other  than  animal  protein 
products  produced  under  the  Animal 
Protein  Products  Industry  (APPI)  Sal- 
monella Education/Reduction  Program 
or  the  Flshmeal  Inspection  Program  of 
the  National  Marine  Fisheries  Service 
(NMFS).  Finished  feed  must  be  treated 
with  a  Food  and  Drug  Adminislaration 
(FDA)  approved  salmonella  control 
product  at  FDA-approved  levels. 

(iii)  Succeeding  feed  for  turkeys  2 
weeks  or  older  must  be  either: 

(A)  Pelleted  feed  that  meets  the  re- 
quirements of  paragraph  (f)(3)(ii)  of 
this  section:  or 

(B)  Mash  feed  that  contains  no  ani- 
mal protein  products;  or 

(C)  Mash  feed  that  contains  an  APPI/ 
NMFS  animal  protein  products  supple- 
ment that  has  been  manufactuied  in 
pellet  form  and  crumbled.  Finished 
feed  must  b0  treated  with  an  FDA-ap- 
proved salmonella  control  product  at 
FDA-approved  levels. 

(4)  Environmental  samples  shall  be 
taken  by  an  Authorized  Agent,  as  de- 
scribed in  §147.12  of  this  chapter,  from 
each  flock  at  12-20  weeks  of  age  and  ex- 
amined bacteriologicaily  at  an  author- 
ized laboratory  for  Salmonella. 

(5)  Owners  of  flocks  found  infected 
with  a  paratyphoid  Salmonella  may 
vaccinate  these  flocks  with  an  autog- 
enous bacterin  with  a  potentiating 
agent. « 

(6)  Environmental  samples  shall  be 
taken  by  an  Authorized  Agent,  as  de- 
scribed in  f  147.12  of  this  chapter,  ttom 
each  flock  at  35-50  weeks  of  age  and 
from  each  molted  flock  at  midlay.  and 
examined  bacteriologicaily  at  an  au- 
thorized laboratory  for  Salmonella. 


8 Preparation  and  use  of  this  type  of  vac- 
cine may  be  regulated  by  state  statutes. 
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(7)  Hatchery  debris  (dead  germ  halch- 
ing  eggB,  fluff,  and  meconium  collected 

by  sexors).  a  sample  of  the  ponlte  that 
died  within  10  days  after  hatching:,  or 
both  shall  be  cultured  from  poults  pro- 
duced from  hatchinir  eggs  from  each 

flock,  as  a  means  of  evaluating?  the  ef- 
fectiveness of  the  control  procedures. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0007) 

[36  FR  23112.  Dec.  3.  1971] 

Editorial  Note:  For  Federal  Register  ci- 
tations affecting  §  145.43,  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volume 
and  on  OPO  Aooees. 

S  145.44  Terminology    and  claegiflca- 
tiom  State*. 

(a)  U.S.  Pullorum-Typhoid  Clean  State. 
(1)  A  State  will  be  declared  a  U.S.  Pul- 
lorum-Typhoid Clean  State  when  it  has 
been  detennined  by  the  Service  that: 

(1)  The  State  is  in  compliance  witii 
the  provisiona  contained  in 
§145.23(bX3)(i)  through  (vii), 
fl45.88(bK8Xi)  through  (vii), 
§145.43(b)(3)(i)  through  (vl).  and 
§145.53(b)(3)(i)  through  (vii). 

(ii)  No  pullorum  disease  or  fowl  ty- 
phoid is  known  to  eziat  nor  to  have  ex- 
isted in  hatchery  supply  flocks  within 
the  State  during  the  preceding  12 
months:  Provided,  That  pullorum  dis- 
ease or  fowl  typhoid  found  within  the 
pireceding  24  months  in  waterfowl,  exhi- 
bition poultry,  and  game  bird  breeding 
flocks  will  not  prevent  a  State,  which 
is  otherwise  eligible,  from  quailing. 

(2)  Discontinuation  of  any  of  the  con- 
ditions described  in  paragraph  (a)(l)(i) 
of  this  section,  or  repeated  ontbreaks 
of  pullorum  or  typhoid  occur  in  hatch- 
ery supply  flocks  described  in  para- 
graph (a)(l)Cii)  of  this  section,  or  if  an 
infection  spreads  from  the  originating 
premises,  the  Service  shall  have 
grounds  to  revoke  its  determination 
that  the  State  is  entitled  to  this  classi- 
fication. Such  action  shall  not  be 
taken  nntll  a  thorough  investigation 
has  been  made  by  the  Service  and  the 
Official  State  Agency  has  been  given 
an  opportunity  for  a  hearing  in  accord- 
ance with  rules  of  practice  adopted  by 
the  Administrator. 

(b)  U.S.  Pullorum-Typhoid  Clean  State, 
Turkeys.  (1)  A  State  will  be  declared  a 
U.S.  Pullonim-Typhoid  Clean  State. 


Turkeys,  when  it  has  been  determined 
by  the  Service  that: 

(i)  The  State  is  in  compliance  with 
the  provisions  contained  in 
§145.43(b)(3)(i)  through  (vi). 

(ii)  No  pullorum  disease  or  fowl  ty- 
phoid is  known  to  exist  nor  to  have  ex- 
isted in  turkey  hatchery  supply  flocks 
within  the  State  during  the  preceding 
24  months. 

(3)  Disoontinnation  of  any  of  the  con- 
ditions  described  in  paragraph  (b)(l)(i) 
of  this  section,  or  repeated  outbreaks 
of  pullorum  or  typhoid  occur  in  hatch- 
ery supply  flocks  described  In  para- 
graph (bKlXii)  of  this  section,  or  if  an 
infection  spreads  from  the  originating 
premises.  Service  shall  have  grounds  to 
revoke  its  determination  that  the 
State  is  entitled  to  this  classificaticm. 
Such  action  shall  not  be  taken  until  a 
thorough  investigation  has  been  made 
by  the  Service  and  the  Official  State 
Agency  has  been  given  an  opportonll^ 
for  a  hearing  in  accordance  with  rules 
of  practice  adopted  by  the  Adminis- 
trator. 

(c)  U.S.  M.  Gamseptlcum  Clean  State, 

Turkey  a.  (\)  A  State  will  be  declared  a 
U.S.  M.  Gallisopticum  Clean  State, 
Turkeys  when  it  has  been  determined 
by  the  Service  that: 

(i)  No  M.  gallisepticum  is  known  to 
exist  nor  to  have  existed  in  turkey 
breeding  flocks  in  production  within 
the  State  during  the  preceding  12 
months. 

(ii)  All  turkey  breeding  flocks  in  pro- 
duction are  classified  as  U.S.  M. 
Qalliseptioum  Clean  or  have  met  equiv- 
alent  requirements  for  M. 
galliaepticnm  control  under  official  su- 
pervision. 

(iii)  All  turkey  hatcheries  within  the 
State  handle  products  which  are  class!- 
fled  as  U.S.  M.  Gallisepticum  Clean  or 
have  met  equivalent  requirements  for 
M.  galUsepticum  control  under  official 
supervision. 

(iv)  All  shipments  of  turkey  products 
other  than  those  classified  as  U.S.  M. 
Gallisepticum  Clean,  or  equivalent, 
into  the  State  are  prohibited. 

(v)  All  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  of  all  turkey  specimens  that 
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have  been  identified  as  being  Infected 
with  M.  gallisepticum. 

(vi)  All  reports  of  M.  gallisepticum 

infection  in  turkesrs  are  promptly  fol- 
lowed by  an  investigation  by  the  Offi- 
cial Slate  Agency  to  determine  the  ori- 
gin of  the  infection. 

(vii)  All  turkey  flocks  found  to  be  in- 
fected with  M.  gallisepticum  are  quar- 
antined until  marketed  under  super- 
vision of  the  Official  State  Agency. 

(2)  Discontinuation  of  any  of  the  con- 
ditions  described  in  paracrraph  (r)(l)  of 
this  section,  or  if  repeated  outbreaks  of 
M.  gallisepticum  occur  In  turkey 
breeding  flocks  described  in  paragraph 
fc)(l)(ii)  of  this  section.  f)r  if  an  infec- 
tion spreads  from  the  originating 
premises,  the  Service  shall  have 
grounds  to  revoke  its  determination 
that  the  State  is  entitled  to  this  classi- 
fication. Such  action  shall  not  be 
taken  until  a  thorough  investigation 
has  been  made  by  the  Service  and  the 
Official  State  Ag'ency  has  be^n  eiven 
an  opportunity  for  a  hearing  in  accord- 
ance with  rules  of  practice  adopted  by 
the  Administrator. 

f3i  If  a  State  retains  this  status  for  2 
or  more  years.  Individual  breedinur 
Hocks  in  the  State  may  qualify  for  an 
Af.  gcMiaepUeum  classification  based  on 
a  negative  test  of  a  sample  of  100  birds. 

(d)  ILS.  M.  Synoviae  Clean  State.  Tur- 
keys. U>  A  State  will  be  declared  a  U.S. 
M.  Synoviae  Clean  State,  Torkeys,  if 
the  Service  determines  that: 

(i)  No  Mycoplasma  synnviae  is  known 
to  exist  nor  to  have  existed  in  turkey 
breeding  flocks  in  production  within 
the  state  durtngr  the  preceding  12 
months; 

(ii)  All  turkey  breeding  flocks  in  pro- 
duction are  tested  and  classified  as 

U.S.  M.  Ssmovlae  Clean  or  have  met 
equivalent  requirements  for  M. 
synoviae  control  under  official  super- 
vision; 

(ill)  All  turkey  hatcheries  Within  the 
State  only  handle  products  that  are 
classified  as  U.S.  M.  Synoviae  Clean  or 
have  met  equivalent  requirements  for 
M.  synoviae  control  under  official  su- 
pervision; 

(iv)  All  shipments  of  products  from 
turkey  breeding  flocks  other  than 
those  classified  as  U..S  M.  Synoviae 
Clean,  or  equivalent,  into  the  State  are 
prohibited; 


(v)  All  persons  performing'  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  of  all  turkey  specimens  that 
have  been  identified  as  being  infected 
with  M,  synoviae; 

(vi)  All  reports  of  M.  s^r?"  ../i  infec- 
tion in  turkeys  are  promptly  followed 
by  an  investigation  by  the  Official 
State  Agency  to  determine  the  origin 
of  the  Infection;  and 

(vii)  All  turkey  breeding  flocks  found 
to  be  infected  with  M.  synoviae  are 
quarantined  until  marketed  under  su- 
pervision of  the  Official  State  Agency. 

(2)  The  Service  may  revoke  the 
State  s  classification  as  a  U.S.  M. 
Synoviae  Clean  State,  Turkeys,  if  any 
of  the  conditions  described  in  para- 
graph td)(l)  of  this  section  are  discon- 
tinued. The  Service  shall  not  revoke 
the  State's  classification  as  a  U.S.  M. 
Ssmoviae  Clean  State,  Torkes^,  until  it 
has  conducted  an  investigation  and  the 
Official  State  Ag'ency  has  been  triven 
an  opportunity  lor  a  hearing  in  accord- 
ance with  rules  of  inactice  adopted  by 
the  Administrator  of  the  Service. 

(e)  U.S.  M.  Mcleaaridis  Clean  State, 
Turkeys.  (1)  A  State  will  be  declared  a 
U.S.  M.  Meleagridis  Clean  State.  Tur- 
keys, if  the  Service  determines  that: 

(i)  No  Mycoplasma  melcaffridis  is 
known  to  exist  nor  to  have  existed  in 
turkey  breeding  flocks  in  production 
within  the  State  during  the  preceding 
12  months: 

(ii)  All  turkey  breeding  llocks  in  pro- 
duction are  tested  and  classified  as 
U.S.  M.  Meleagridis  Clean  or  have  met 
equivalent  requirements  for 
Atf.  meleagridis  control  under  official  su- 
pervision; 

(ill)  All  turkey  hatcheries  within  the 
State  only  handle  products  that  are 
classified  as  U.S.  M.  Meleagridis  Clean 
or  have  met  equivalent  requirements 
for  M.  meleagridis  contTOl  under  offlolal 
supervision; 

(iv)  All  shipments  of  products  from 
turkey  breeding  flocks  other  than 
those  classified  as  U.S.  M.  Meleagridis 
Clean,  or  equivalent,  into  the  State  are 
prohibited; 

(v)  All  persons  performing  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
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80uroe  of  all  turkey  apeoimens  tliat 
have  been  identified  as  being  infected 

with  Af.  meleagridis: 

(vi)  All  reports  of  M.  meleagridis  in- 
fection in  turkeys  are  promptly  fol- 
lowed by  an  investigation  by  the  Offi- 
cial State  Agency  to  determine  the  ori- 
gin of  the  infection;  and 

(vii)  All  turkey  breeding  flocks  found 
to  be  infected  with  M.  meleagridis  are 
quarantined  until  marketed  under  su- 
pervision of  the  Official  State  Agency. 

(2)  The  Service  may  revoke  the 
State's  classification  as  a  U.S.  M. 
Meleagridis  Clean  State.  Turkeys,  if 
any  of  the  conditions  described  in  para- 
graph (d)(1)  of  this  section  are  discon- 
tinued. The  Service  will  not  revoke  the 
State's  classification  as  a  U.S.  M. 
Meleagridis  Clean  State,  Turkeys, 
until  it  has  conducted  an  Investigation 
and  the  Official  State  Agency  has  been 
given  an  opportunity  for  a  hearing  in 
accordance  with  rules  of  practice 
adopted  by  the  Administrator. 

(  Approved  by  the  Office  of  Management  and 

Biuigel  under  control  number  0579-0007) 

[40  FR  1503.  Jan.  8.  1975.  Redesignated  at  44 
FR  61686.  Oct.  26.  1979.  and  amended  at  45  FR 
10316.  Feb.  15.  1980:  48  FR  .57173.  Dec.  30.  1983; 
49  FR  19803.  May  10.  1984;  54  FR  23957,  June  5, 
1989:  61  FR  11521.  Mar.  21.  1996;  65  PR  8018, 
Feb.  17. 2000;  67  FR  8468.  Feb.  25.  2002] 


Subpart  E— Special  Provisions  for 
Waterfowl,  Exhibition  Poultry, 
and  Game  Biid  Bleeding 
Flecks  and  Produds 

§  145.51  DeHnitions. 

Except  where  the  context  otherwise 
requires,  for  the  purposes  of  this  sub- 
part the  following  terms  shall  he  con- 
strued, respectively,  to  mean: 

Exhibition  Poultry.  Domesticated  fowl 
which  are  bred  for  the  combined  pur- 
poses of  meat  or  eg?  production  and 
competitive  showing. 

Game  birds.  Domesticated  fowl  such 
as  pheasants,  partridge,  quail,  grouse, 
and  guineas,  but  not  doves  and  pUreons. 

Waterfowl.  Domesticated  fowl  that 
normally  swim,  such  as  ducks  and 
geese. 

[36  FR  23112.  Dec.  3,  1971.  Redesignated  at  44 
FR  61686,  Oct.  26,  1979,  and  amended  at  SO  FR 
127S9.  Mar.  18, 1904] 
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Participating  flocks  of  waterfowl,  ex- 
hibition poultry,  and  game  birds,  and 

the  eggs  and  baby  poultry  produced 
from  them  shall  comply  with  the  appli- 
cable general  provisions  of  subpart  A  of 
this  part  and  the  special  provisionB  of 
this  subpart  E. 

(a)  Started  poultry  shall  lose  their 
identity  under  Plan  terminology  when 
not  maintained  by  Plan  participants 
under  the  conditions  prescribed  in 
§  145.5(a). 

(b)  Hatching  eggs  produced  by  pri- 
mary breeding  flocks  shall  be  fumi- 
gated (see  §147.25  of  this  chapter)  or 

otherwise  sanitized. 

(c)  Subject  to  the  approval  of  the 
Service  and  the  Official  State  Agencies 
in  the  importing  and  exporting  States, 
participating  flocks  may  report  poul- 
try sales  to  importing  States  by  using 
printouts  of  computerized  monthly 
shipping  and  receiving  reports  in  lieu 
of  VS  Form  9  3.  "Report  of  Sales  of 
Hatching  Eggs.  Chicks,  and  Poults." 

(d)  Any  nutritive  material  provided 
to  baby  poultry  must  be  fk«e  of  the 

avian  pathog-ens  that  are  officially  rep- 
resented in  the  Plan  disease  classifica- 
tions listed  in  §145.10. 

[36  FR  23112.  Dec.  3.  1971.  Redesignated  at  44 
FR  61666,  Oct.  26,  1979,  and  amended  at  49  FR 

19803.  May  10.  1984:  57  FR  57341.  Dec.  4.  1992; 
61  FR  11521,  Mar.  21,  1996;  65  FR  8019,  Feb.  17, 
2000] 

S145U^  Terminology    and  dassifica- 
tUm;  flocks  and  produote. 

Participating  flocks,  and  the  eggs 
and  baby  poultry  produced  from  them, 

which  have  met  the  respective  require- 
ments specified  in  this  section  may  be 
designated  by  the  following  terms  and 
the  c  orresponding  designs  illustrated 

in  §145.10. 

(a)  [Reserved] 

(b)  U.S.  Pullorum-Typhoid  Clean.  A 
flock  in  which  fireedom  firom  pullorum 

and  typhoid  has  been  demonstrated  to 
the  Official  State  Agency  under  the 
criteria  in  one  of  the  following  para- 
graphs (b)(1)  through  (5)  of  this  section 
(See  §145.14  relating  to  the  official 
blood  test  where  applicable.): 

(1)  It  has  been  officially  blood  tested 
within  the  past  12  months  with  no  reac- 
tors. 
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(2)  It  is  a  multiplier  breeding  flock, 
or  a  breeding  flock  composed  of  prog- 
eny of  a  primary  breeding  flock  which 
is  intended  solely  for  the  production  of 
multiplier  breeding  flocks,  and  meets 
the  following  specifications  as  'Ictor- 
mined  by  the  Official  State  Agency  and 
the  Service: 

(i)  The  flock  is  located  in  a  State 
where  all  persons  performiner  poultry 
disease  diagnostic  services  within  the 
State  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  nf  all  poultry  specimens  from 
which  S.  pullorum  or  S.  galllnarum  is 
isolated; 

(11)  The  flock  Is  composed  entirely  of 

birds  that  originated  from  U.S.  Pul- 
lorum-Typhoid  Clean  breeding  flocks 
or  from  flocks  that  met  equivalent  re- 
quirements under  official  supervision; 
and 

(iii)  The  flock  is  located  on  a  prem- 
ises where  either  no  poultry  or  a  flock 
not  classified  as  U.S.  PuUorum-Ty- 
phoid  Clean  were  located  the  previous 
year;  Provided,  That  an  Authorized 
Agent  must  blood  test  up  to  300  birds 
per  flock,  as  described  in  {145.14,  if  the 
Official  State  Agency  determines  that 
the  flock  has  been  exposed  to  pul- 
lorum-typhoid.  In  making  determina- 
tions of  exposure  and  setting  the  num- 
ber of  birds  to  be  blood  tested,  the  Offi- 
cial State  Agency  shall  evaluate  the 
results  of  any  blood  tests,  described  in 
§  145.14(a)(1),  that  were  performed  on  an 
unclassified  flock  located  on  the  prem- 
ises during  the  previous  year;  the  ori- 
gins of  the  unclassified  flock;  and  the 
probability  of  contacts  between  the 
flock  for  which  qualification  is  being 
sought  and  (a)  infected  wild  birds,  (b) 
contaminated  feed  oi-  waste,  or  (c) 
birds,  equipment,  supplies,  or  personnel 
from  flocks  infected  with  pullorum-ty- 
phoid. 

(3)  It  is  a  multiplier  breeding  Hock 
that  originated  from  U.S.  Pullorum- 
Typhoid  Clean  breeding  flocks  or  from 
flocks  that  met  equivalent  require- 
ments under  official  supervision,  and  is 
located  in  a  State  in  which  it  has  been 
determined  by  the  Service  that: 

(i)  All  hatcheries  within  the  State 
are  qualified  as  "National  Plan  Hatch- 
eries*' or  have  met  equivalent  require- 
ments for  pullorum-t3rphoid  control 
under  official  supervision; 


(ii)  All  hatchery  supply  flocks  within 

the  State,  are  qualified  as  U.S.  Pul- 
lorum-Typhoid  Clean  or  have  met 
equivalent  requirements  for  puUorum- 
typhoid  control  under  official  super- 
vision: Provided,  That  if  other  domes- 
ticated fowl,  except  waterfowl,  are 
maintained  on  the  same  premises  as 
the  participating  flock,  freedom  from 
pullorum-typhoid  infection  shall  be 
demonstrated  by  an  official  blood  test 
of  each  of  these  fowl; 

(ill)  All  shipments  of  products  other 
than  U.S.  Pullorum-Typhoid  Clean,  or 
efiuivalent,  into  the  State  are  prohib- 
ited; 

(Iv)  All  persons  performing  poultry 

disease  diagnostic  services  within  the 
Slate  are  required  to  report  to  the  Offi- 
cial State  Agency  within  48  hours  the 
source  of  all  poultry  specimens  from 
which  S.  piQlomm  or  S.  galllnamm  is 
isolated: 

(V)  All  reports  of  any  disease  out- 
break involving  a  disease  covered 
under  the  Plan  are  promptly  followed 
by  an  investigation  by  the  Official 
State  Agency  to  determine  the  origin 
of  the  infection;  Provided,  That  if  the 
origin  of  the  infection  involves  another 
State,  or  if  there  is  exposure  to  poultry 
in  another  State  from  the  infected 
flock,  then  the  National  Poultry  Im- 
provement Ftlan  will  conduct  an  inves- 
tigation: 

(vi)  All  flocks  found  to  be  infected 
with  pullorum  or  typboid  are  quar- 
antined until  marketed  or  destroyed 
under  the  supervision  of  the  Official 
State  Agency,  or  until  subsequently 
blood  tested,  following  the  procedure 
for  reacting  flocks  as  contained  in 
§  145.14(a)(5).  and  all  birds  fail  to  dem- 
onstrate pullorum  or  typhoid  infection; 

Cvii)  All  'poultry,  including  exhi- 
bition, exotic,  and  game  birds,  but  oc- 
cluding waterfowl,  going  to  public  ex- 
hibition shall  come  from  U.S.  Pul- 
lorum-Typhoid Clean  or  equivalent 
flocks,  or  have  had  a  negative  pul- 
lorum-typhoid test  within  90  days  of 
going  to  public  exhibition; 

(vili)  Discontinuation  of  any  of  the 
conditions  or  procedures  described  in 
paragraphs  (b)(3)(i).  (iiV  (iii).  (iv).  (v), 
(vi),  and  (vii)  of  this  section,  or  the  oc- 
currence of  repeated  outbreaks  of  pul- 
lorum or  typhoid  in  poultry  breeding 
flocks  within  or  originating  within  the 
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state  shall  be  srounds  for  the  Service 
to  revoke  its  determination  that  sucli 
conditions  and  procedures  have  been 
met  or  complied  with.  Such  action 
shall  not  be  taken  until  a  thoroug-h  in- 
vestigation has  been  made  by  the  Serv- 
ice and  the  Official  State  Agency  has 
been  given  an  opportunity  to  present 
its  views. 

(4)  It  is  a  multiplier  breeding  flock 
located  in  a  State  which  has  been  de- 
termined by  the  Service  to  be  in  com- 

pliance  with  the  provisions  of  para- 
graph (b)(3)  of  this  section,  and  in 
which  puUorum  disease  or  fowl  typhoid 
is  not  known  to  exist  nor  to  have  ex- 
isted  in  hatchery  supply  flocks  within 
the  State  during  the  preceding  24 
months. 

(5)  It  Is  a  primary  breeding  flock  lo- 
cated in  a  State  determined  to  be  in 
compliance  with  the  provisions  of  para- 
graph (b>(4)  of  this  section,  and  in 
which  a  sample  of  800  birds  from  flocks 
of  more  than  300.  and  each  bird  in 
flocks  of  300  or  less,  has  been  officially 
tested  for  pullorum-typhoid  within  the 
past  12  months  with  no  reactors:  Pro- 
vided.  That  a  bacteriolog-ical  examina- 
tion monitoring  protrram  or  serolotriral 

examination  monitoring  program  for 
game  birds  acceptable  to  the  Official 

State  Agency  and  approved  by  the 
Service  may  be  used  in  lieu  of  annual 
blood  testing;  And  Provided  further. 
That  when  a  flock  is  a  waterfowl  or  ex- 
hibition  poultry  primary  breedinar 
flock  located  in  a  State  which  has  been 
deemed  to  be  a  U.S.  PuUorum-Typhoid 
Clean  State  for  ^e  past  ttiree  years, 
and  durintr  which  time  no  isolation  of 
pullorum  or  typhoid  has  been  made 
that  can  be  traced  to  a  source  in  that 
State,  a  bacteriological  examination 
monitoring  program  or  a  serological 
examination  monitoring  program  ac- 
ceptable to  the  Official  State  Agency 
and  approved  by  the  Service  may  be 
used  in  lieu  of  annual  blood  testing. 

(c)  U.S.  M.  Gallisepticum  CIrau.  (1)  A 
flock  maintained  in  compliance  with 
the  provisions  of  SH7  .26  of  this  chap- 
ter and  in  which  freedom  from  M. 
gallisepticum  has  been  demonstrated 
under  the  criteria  specified  in  para- 
graph (oKlKi)  or  (11)  of  this  section. 

(i)  It  is  a  flock  in  which  all  birds  or 
a  sample  of  at  least  300  birds  has  been 
tested  for  M.  sfollisepticum  as  provided 


in  §  145.14(b)  when  more  than  4  months 
of  age  or  upon  reaching  sexual  matu- 
rity: Provided,  That  to  retain  this  clas- 
sificatiOB,  a  random  sample  of  semm 
or  eerg  yolk  from  at  least  5  percent  of 
the  birds  in  the  flock,  but  at  least  30 
birds,  shall  be  tested  at  intervals  of  not 
more  than  90  days:  And  provided  fur- 
ther. That  a  sample  comprised  of  less 
than  5  percent  may  be  tested  at  any 
one  time,  with  the  approval  of  the  Offi- 
cial State  Agency  and  the  concnrrence 
of  the  Service,  provided  that  a  total  of 
at  least  5  percent  of  the  birds  in  the 
flock,  but  at  least  30  birds,  is  tested 
within  each  90-day  period;  or 

(ii)  It  is  a  multiplier  breeding  flock 
which  originated  as  U.S.  M. 
Gallisepticum  Clean  baby  poultry  from 
primary  breeding  flocks  and  a  random 
sample  comprised  of  50  percent  of  the 
birds  in  the  flock,  with  a  maximum  of 
200  birds  and  a  minimum  of  30  birds  per 
flock,  has  been  tested  for  M. 
gallisepticnm  as  provided  In  1145.14(b) 
when  more  than  4  months  of  age  or 
upon  reaching  sexual  maturity:  Pro- 
vided, That  to  retain  this  classifica- 
tion, the  flock  shall  be  subjected  to  one 
of  the  following  procedures: 

(A)  At  intervals  of  not  more  than  90 
days,  a  random  sample  of  serum  or  egg 
yolk  from  at  least  2  percent  of  the 
birds  in  the  flock,  with  a  minimum  Of 
30  birds  per  pen.  shall  be  tested;  or 

(B)  At  intervals  of  not  more  than  30 
days,  a  sample  of  25  cull  baby  poultry 
produced  from  the  flock  shall  be  sub- 
jected to  laboratory  procedures  accept- 
able to  the  Official  State  Agency  and 
approved  by  the  Service,  for  the  detec- 
tion and  recovery  of  M.  gallisepticum. 

(2)  A  participant  handling  U.S.  M. 
Gallisepticum  Clean  products  shall 
keep  these  products  sej;)arate  from 
other  products  in  a  manner  sattsfso- 
tory  to  the  Official  State  Agency:  Pro- 
vided, That  U.S.  M.  Gallisepticum 
Clean  baby  poultry  from  primaiT 
breeding  flocks  shall  be  produced  In  in- 
cubators and  hatchers  in  which  only 
egrgs  from  flocks  qualified  under  para- 
graph (c)(l)(i)  of  this  section  are  set. 

(3)  U.S.  M.  aalllsepticum  Clean  baby 
poultry  shall  be  boxed  in  clean  boxee 
and  delivered  in  trucks  that  have  been 
cleaned  and  disinfected  as  described  in 
§  147.24(a)  of  this  chapter. 
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(d)  U.S.  M.  Synoviae  Clean.  (1)  A  flock 

maintained  in  compliance  with  the 
provisions  of  §147.26  of  this  chapter  and 
in  which  freedom  from  Mycoplasma 
synoviae  has  been  demonstrated  under 
the  ciUeria  specified  in  paragraph 
(d)(lxi)  or  (dXDCii)  of  this  section. 

(1)  It  Is  a  flock  in  which  a  mlnlmam 
of  800  birdfl  has  been  tested  for  M. 
syvnviac  as  provided  in  §H5.14<lv»  when 
more  than  4  months  of  age:  Provided, 
That  to  retain  this  classification,  a 
sample  of  at  least  150  birds  shall  be 
tested  at  intervals  of  not  more  than  90 
days:  And  provided  further,  That  a  sam- 
ple comprised  of  fewer  than  150  birds 
may  be  tested  at  any  one  time  with  the 
approval  of  the  Official  State  Aerency 
and  the  concurrence  of  the  Service, 
provided  that  a  minimum  of  150  birds  is 
tested  within  each  90-day  period;  or 

ni)  It  is  a  multiplier  breeding  flock 
that  oriRinated  as  U.S.  M.  Synoviae 
Clean  chicks  from  primary  breeding 
flocks  and  from  which  a  sample  com- 
prised of  a  minimum  of  75  birds  has 
been  tested  for  M.  synoviae  as  provided 
in  §145.14(.b;  when  more  than  4  months 
of  aire:  Provided,  That  to  retain  this 
classification,  the  flock  shall  be  sub- 
jected to  one  of  the  following  proce- 
dures: 

(A)  At  intenrals  of  not  more  than  90 

days,  a  sample  of  50  birds  shall  be  test- 
ed: Provided,  That  a  sample  of  fewer 
than  50  birds  may  be  tested  at  any  one 
time,  provided  that  a  minlmnm  of  SO 
birds  per  flock  with  a  minimum  f  15 
birds  per  pen,  whichever  is  greater,  is 
tested  each  time  and  a  total  of  at  least 
50  birds  is  tested  within  each  90-day  pe- 
riod; or 

(B)  At  intervals  of  not  more  than  30 
days,  egg  yolk  testing  shall  be  con- 
ducted in  accordance  with  §147.8  of  this 
chapter. 

(2)  A  participant  handling  U.S.  M. 
Synoviae  Clean  products  shall  keep 
those  inrodacts  separate  from  other 
products  in  a  manner  satisfactory  to 
the  Official  State  Agency:  Provided, 
That  U.S.  M.  Synoviae  Clean  chicks 
fi*om  primary  breeding  flocks  shall  be 
produced  in  incubators  and  hatchers  in 
which  only  eggs  from  flocks  qualified 
under  paragraph  (d)Cl)(i)  or  (d)U)(ii)  of 
this  section  are  set. 

(3)  U.S.  M.  Synoviae  Clean  chicks 
shall  be  boxed  in  clean  boxes  and  deliv- 


ered in  trucks  that  have  been  cleaned 
and  disinfected  as  described  in 
§  147.24(a)  of  this  chapter. 

(Approved  by  the  Office  of  Management  and 
BudRfit  under  control  number  0579-0007) 

[36  FR  23112,  Dec.  3,  1971,  as  amended  at  40 
FR  1503.  Jan.  8.  1975:  41  FR  48725.  Nov.  5. 1976. 
RedesigTiated  at  44  FR  61586.  Oct.  26.  1979.  and 
amended  at  47  FR  21993,  May  29,  1982;  48  FR 
57473.  Dec.  30.  1963;  50  FR  19900,  May  13.  1985; 
51  FT^  23956.  23957.  June  5.  1989:  57  FR  57312. 
Dec.  4.  1992;  59  FR  12799.  Mar.  18,  1994;  62  FR 
44070,  Aug.  19,  1997;  63  FR  3,  Jan.  2,  1996;  65 
FR  8019,  Feb.  17,  2000:  67  FR  8469.  Feb.  25, 
2002J 

S145JS4  Terminology   and  claeaiflca^ 

tion;  States. 

(a)  U.S.  Pullorum-Typhoid  Clean  State. 
(1)  A  State  will  be  declared  a  U.S.  Pul- 
lomm-T3rpho]|d  Clean  State  when  It  has 
been  determined  by  the  Service  that: 

(1)  The  State  is  In  compliance  with 
the  provisions  contained  in 
§145.23(b)(3)(i)  through  (vii), 
§145.33(bK3Kl)  throngh  (vll), 
§145.43rb)(3)(i)  through  (vi),  and 
§145.53(  b)(3)(  i)  through  (vii  ). 

(iij  No  pullorum  disease  or  fowl  ty- 
phoid Is  known  to  exist  nor  to  have  ex- 
isted in  hatchery  supply  flocks  within 
the  State  during  the  preceding  12 
months:  Provided,  That  pullorum  dis- 
ease or  fowl  typhoid  found  within  the 
preceding  24  months  in  waterfowl,  eshi- 
bition  poultry,  and  s^ame  bird  breeding 
flocks  will  not  prevent  a  State,  which 
is  otherwise  eligible,  from  qualifying. 

(2)  Discontiiiiiation  of  any  of  the  con- 
ditions described  in  paragraph  (a)(l)(i) 
of  this  section,  or  repeated  outbreaks 
of  pullorum  or  typhoid  occur  in  hatch- 
ery supply  flocks  described  in  para- 
graph(a)(l)(il)  of  this  section,  or  if  an 
infection  spreads  from  the  originating 
premises,  the  Service  shall  have 
grounds  to  revoke  its  determination 
that  the  State  is  entitled  to  this  classi> 
fication.  Such  action  shall  not  be 
taken  until  a  thorough  investigation 
has  been  mad!e  by  the  Service  and  the 
Official  State  Agency  has  been  given 
an  opportunity  for  a  hearing  in  accord- 
ance with  rules  of  practice  adopted  by 
the  AdminiBlarator. 

[40  PR  1504,  Jan.  8.  1975.  Redesignated  at  44 
FR  61586,  Oct.  26,  1979,  and  amended  at  54  PR 
23857,  Jane  5. 1988;  67  FR  8469,  Feb.  25, 2002] 
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Subpart  F— Special  Provisions  for 
Ostrich,  Emu,  Rhea,  and  Cas- 
sowary Bieedng  nodes  and 
Products 


source:  63  FR  40010.  July  27,  lUiW.  unless 
otherwlae  noted. 

§  145.61  Definitions. 

Except  where  the  context  otherwise 
requires,  for  the  purpoees  of  this  sab- 
part  the  following  terms  shall  he  con- 
strued, respectively,  to  mean: 

Chicks.  Newly  hatched  ostriches, 
emus,  rheas,  or  cassowaries. 

Ostrich.  Birds  of  the  species  Struthio 
camelus,  including  all  subspecies  and 
subspecies  hybrids. 

[63  FR  40010,  July  27.  1998.  as  amended  at  65 
FR  8019,  Feb.  17.2000] 

§  145.62  Participation. 

Participating  flocks  of  ostriches, 
emus,  rheas,  and  oassowarleB,  and  the 
eggs  and  chicks  produced  from  them, 
shall  comply  with  the  applicable  gen- 
eral provisions  of  subpart  A  of  this  part 
and  the  special  provisions  of  tills  sub- 
part. 

fa)  Started  poultry  shall  lose  their 
identity  under  Plan  terminology  when 
not  maintained  by  Plan  participants 
under  the  conditions  prescribed  in 

§145.5(a). 

(b)  Hatching  eggs  produced  by  pri- 
mary breeding  flocks  shall  be  fumi- 
gated or  otherwise  sanitized  (see 
§147.22  of  this  chapter). 

(c)  Any  nutritive  material  provided 
to  chicks  must  be  tree  of  the  avian 
pathogens  that  are  officially  rep- 
resented in  the  Plan  disease  classifica- 
tions listed  in  §145.10. 

[63  FR  40010,  July  27,  1998,  as  amended  at  65 
FR  8019,  Feb.  17. 2000] 

§145.63   Terminology    and  classifica- 
tton;  floeka  and  products. 

Participating  flocks,  and  tiie  eggs 
and  baby  poultry  produced  from  them, 
that  have  met  the  respective  require- 
ments spedfled  in  this  section  may  be 
designated  by  the  following  terms  and 
their  corresponding  designs  illustrated 
in  §145.10. 

(a)  U.S.  Fullorum-Typhoid  Clean.  A 
flock  in  which  freedom  from  pullorum 
and  typhoid  has  been  demonstrated  to 


9  CFR  Ch.  i  (1-1-03  Edition) 

the  Official  State  Agency  under  tlie 

criteria  in  paragraph  (a)(1)  or  (a)(2)  of 
this  section.  (See  §  145.14(a)  relating  to 
the  official  blood  test  for  pullorura-ty- 
phold  where  applicable.) 

(1)  It  has  been  officially  blood  tested 
within  the  past  12  months  with  no  reac- 
tors. 

(2)  It  is  a  multiplier  or  primary 
breeding  flock  In  which  a  sam^e  of 
each  bird  in  flocks  of  30  or  fewer  birds, 

a  minimum  of  30  birds  from  flocks  up 
to  300  bij'ds.  01'  10  percent  of  all  birds 
from  Hocks  exceeding  300  birds  has 
been  officially  tested  for  imllomm-ty- 
phoid  within  the  past  12  months  with 
no  reactors:  Provided,  That  a  bacterio- 
logical examination  monitoring  pro- 
gram for  ostrlbhes,  emus,  rheas,  or  oaa- 
sowarles  acceptable  to  the  Official 
State  Agency  and  approved  by  the 
Service  may  be  used  in  lieu  of  annual 
blood  testing:  And  provided  further, 
That  when  a  flock  is  a  mtQtiiflier 
breeding  flock  located  in  a  State  which 
has  been  deemed  to  be  a  U.S.  Pullorum- 
Typhoid  Clean  State  for  the  past  3 
years,  and  during  which  time  no  isola- 
tion of  pullorum  or  typhoid  has  been 
made  that  can  be  traced  to  a  source  in 
that  State,  a  bacteriological  examina- 
tion monitoring  program  or  a  sero- 
logical examination  monitoring  pro- 
gram acceptable  to  the  Official  State 
Agency  and  approved  by  the  Service 
may  be  used  in  lieu  of  annual  blood 
testing, 
(b)  [Reserved] 

[63  FR  40010.  July  27.  1998,  as  amended  at  65 
FR8019,  Feb.  17,2000] 

PART  146  [RESERVED] 

PART  147— AUXIUARY  PROVISmiS 
ON  NATIONAL  POULTRY  IM- 
PROVEMENT PLAN 

Subpart  A— Mood  Teiting  Piocedurat 

Sec. 

147.1  The  standard  tube  ag^glutination  test. 

147.2  The  rapid  serum  test. 

147.3  The   stained-antigen,   rapid,  whole- 
blood  teat. 

147.4  [Reserved] 

147.5  The  microag^pluttaiation  test  for  pol- 
lorum-typhoid. 
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147.6  Procedure  for  determining  the  status 
of  flocks  reftctiar  to  teste  for  Myoo- 

plasma  g-alllsepticum.  Mycoplasma 
synoviae,  and  Mycoplasma  meleagridis. 

147.7  Standard  test  procedores  for  myco* 

plasma. 

147.8  Procedures  for  preparing  egg  yolk 
samples  for  diagnostic  tests. 

147.9  standard  test  ivooedures  for  avian  in- 
fluenza. 

subpart  a— Bacteriological  ExomlncMon 
Proceduro 

147.10  Laboratory  procedure  recommended 
for  the  bacteriological  examination  of 
egg-type  breeding  flocks  with  salmonella 
enterltidis  positive  environments. 

147.11  Laboratory  procedure  recommended 
for  the  bacteriological  examination  of 
salmonella. 

147.12  Procedures  for  collection,  isolation, 
and  identiflcation  of  Salmonella  firom  en- 
vironmental samples,  cloacal  swabs. 
Chick  box  papers,  and  meconium  sam- 
ples. 

147.13  Procedure  for  bacteriological  cul- 
turing  of  eggshells  for  colon  bacilli  orga- 
nisms. 

147.14  Procedures  to  determine  status  and 
effectiveness  of  sanitation  monitored 
program. 

147.15  Laboratory  procedure  recommended 
for  the  bacteriological  examination  of 
mycoplasma  reactors. 

147.16  Procedure  for  the  evaluation  of  myco- 
plasma reactors  by  in  vivo  bio-assay  (en- 
richment). 

147.17  Laboratory  procedure  recommended 
for  the  bacteriological  examination  of 
coll  chicks  for  salmonella. 

Subpart  C— Santtalion  Piocadures 

147.21  Flock  sanitation. 

147.22  Hatching  egg  sanitation. 

147.23  Hatchery  sanitation. 

147.24  Cleaning-  and  disinfecting. 

147.25  Fumigation. 

1^.26  Procedures  for  establishing  isolation 

and  maintainini?  sanitation  and  g-ood 
management  practices  for  the  control  of 
Salmonella  and  Mycoplasma  infections. 
147.27  Procedures  recommended  to  prevent 
the  spread  of  disease  by  artificial  Insemi- 
nation Of  turkeys. 

Subpart  D  [Reserved] 

Subpart  E— Procedure  for  Changing 
NatloiKii  Poultry  impiovem«)t  Pkm 

147.41  Definitions. 

147.42  General. 

147.43  General  Conference  Committee. 

147.44  SubmittinfT,  compiling,  and  distrib- 
uting proposed  changes. 


S  147.1 

147.45  Official  delegates. 

147.46  Committee  consideration  of  proposed 

changres. 

147.47  Conference  consideration  of  proposed 
Changes. 

147.48  Approval  of  conference  recommendap 
tlons  by  the  Department. 

AUTHORiry:  7  U.S.C.  429;  7  CFR  2.22,  2.80, 
and  371.4. 

Sourcb:  38  ^  23121.  Dec.  3,  1971,  unless 
otherwise  noted.  Redesignated  at  44  FR  61686, 

Oct.  26,  1979. 

Subpart  A— Blood  Testing 
Piocodurat 

§147.1  The  standard  tube  agglutina- 

(a)  The  blood  samples  should  be  col- 
lected and  delivered  as  follows: 

(1)  The  blood  samples  should  be 
taken  by  iirol»erly  Qualified  and  author- 
ized persons  only,  and  in  containers 
provided  by  the  laboratory.  The  con- 
tainers should  be  stout- walled  test 
tubes,  preferably  %  by  8  Inches,  with- 
out lip,  or  small  well-selected  medicine 
vials,  which  have  been  thoroughly 
cleaned  and  dried  in  a  hot-air  drying 
oven.  If  stoppers  are  used,  they  should 
be  thoroughly  cleaned  and  dried. 

(2)  Sufficient  blood  should  be  pro- 
cured by  making  a  small  incision  in 
the  large  median  wing  vein  with  a 
small  sharp  lancet  and  allowing  the 
blood  to  run  into  the  tube,  or  by  the 
use  of  a  small  syringe  (with  20  or  21 
gage  needle)  which  is  properly  cleansed 
between  bleedings  with  physiolog-lcal 
saline  solution.  To  facilitate  the  sepa- 
ration of  the  serum,  the  tubes  should 
be  placed  In  a  slanted  position  until 
the  blood  has  solidified.  After  the  blood 
has  completely  clotted,  they  should  be 
packed  and  shipped  by  mail  (special  de- 
livery), rapid  exiness,  or  by  messenger, 
to  the  laboratory.  All  labelint^r  must  be 
clear  and  permanent,  and  may  be  done 
wltli  a  bUiLiiUlc  pencil  on  etched  por- 
tions of  the  tube,  or  by  means  of  fast- 
gum  labels. 

(3)  The  blood  samples  must  reach  the 
laboratory  in  a  fresh  and  unhemoiyzed 
condition.  Hemol3rzed  samples  should 


'The  procedure  described  is  a  modification 
of  the  method  reported  in  the  Proceedings  of 
the  U.S.  Live  Stock  Sanitary  Association, 
November  30  to  December  2,  1032,  pp.  487  to 
491. 
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be  rejected.  It  Is  Imperative,  therefore, 

to  cool  the  tubes  Immediately  after 
slanting  and  clotting,  and  unless  they 
reach  the  laboratory  within  a  few 
hoon,  to  pack  them  with  Ice  In  special 
containers,  or  use  some  other  cooling 
system  which  will  insure  their  preser- 
vation during  transportation.  In  severe 
cold  seasons,  extreme  precautions  must 
be  exercised  to  prevent  freezing  and 
consequent  laking.  The  samples  must 
be  placed  in  cold  (5  "^to  10  °C.)  storage, 
Immediately  upon  arrival  at  the  lab- 
oratory. 

(b)  The  antigen  shall  consist  of  rep- 
resentative strains  of  S.  pullorum 
which  are  of  known  antUrenlc  composi- 
tion, high  agglutinability.  but  are  not 
sensitive  to  negative  and  nonspecific 
sera.  The  stock  cultures  may  be  main- 
tained satisfactorily  by  transferring  to 
new  sloped  agar  at  least  once  a  month 
and  keeping  at  18  °to  25  °C.  (average 
room  temperature)  in  a  dark  closet  or 
chest,  following  incubation  for  from  24 
to  36  hours  at  37  °C.  The  antigenic  com- 
position and  purity  of  the  stock  cul- 
tures should  be  checked  consistently. 

(c)  A  medium  which  has  been  used 
satisfactorily  has  the  followiaflr  com- 
position: 

Water   1.000  oe. 

Difco  beef  extract   4  gm.  (0.4  percent). 

Drfco  Baclo-peptone    10  gm.  (1.0  percent). 

Difco  dry-granular  agar  20  gnL  <2.0  pWCMlQ. 

Reactiorv— pH  6  8  to  7  2 

(d)  Large  1-inch  test  tubes,  Kolle 
flasks,  or  Blake  bottles  should  be 
streaked  liberally  over  the  entire  agar 
surface  with  inoculum  from  48-hour 
slant  agar  cultures  prepared  from  the 
stock  cultures  of  the  selected  strains. 
The  antigen-growing  tubes  or  bottles 
should  be  incubated  48  hours  at  37  °C.. 
and  the  surface  growth  washed  off  with 
sufficient  phenolized  (0.5  percent)  sa- 
line (0.85  percent)  solution  to  make  a 
heavy  suspension.  The  suspension 
should  be  filtered  free  of  clumps 
through  a  thin  layer  of  absorbent  cot- 
ton in  a  Buchner  funnel  with  the  aid  of 
suction.  The  antigens  of  the  separate 
strains  should  be  combined  in  equal 
volume-density  and  stored  in  the  re- 
frigerator (5  °to  10  "C.)  in  tightly 
stoppered  bottles. 

(e)  Thiosulfate-Glycerin  (TG)  me- 
dium may  be  used  as  an  alternate  me- 
dium for  the  preparat  ion  of  tube  agglu- 
tination antigen.  The  TO  medium,  for- 


9  CFR  Ch.  1  (1-1-03  Edition) 

merly  used  for  the  preparation  of 

stained,  whole-blood  antigen,  is  de- 
scribed in  more  detail  in  the  article  by 
A.  D.  MacDonald,  Recent  Develop- 
ments In  Pullorum  Antigen  for  the 
Rapid,  Whole-Blood  Test,  Report  of  the 
Conference  of  the  National  Poultry  Im- 
provement Plan,  pages  122-127,  1941. 
TbiB  medium  provides  a  tube  antigen  of 
ezoellent  specificity  and  greatly  in- 
creases the  yield  of  antigen  from  a 
given  amount  of  medium.  The  TG  me- 
dium has  the  following  composition: 

Beef  infusion   1.000  cc. 

Difco  Bacto-peptooe    20  gm.  (2.0  percent). 

Sodium  ttiiosuHate    5  gm.  (0.5  percent). 

Ammonium  chloride   5  gm  (0  5  percent). 

Glycerin,  U.S.P.  (95  peroeni)    20  cc  (2.0  percent). 
Difco  dry-granular  agar.  ........  30  gm.  (3.0  percent). 

nMC«on-pMeSI»7A 

Large  1-lnch  test  tubes,  Kolle  flasks, 

Blake  bottles,  or  Brlenmeyer  flasks 

should  be  seeded  over  the  entire  agar 
surface  with  inoculum  from  24-hour 
beef  Inf^on  broth  eoltares  prepared 
from  the  stock  cultures  of  the  selected 
strains.  The  antigen-growing  tubes  or 
bottles  should  be  incubated  96  hours  at 
87  *'C.,  and  the  surface  growth  washed 
off  with  sufficient  phenolized  (0.5  per- 
cent) saline  (0.85  percent)  solution  to 
make  a  heavy  suspension.  The  suspen- 
sion should  be  filtered  tree  of  dumps 
through  a  thin  layer  of  absorbent  cot- 
ton in  a  Buchner  funnel  with  the  aid  of 
suction.  The  antigen  then  should  be 
centrlfnged.  The  mass  of  bacteria 
should  be  removed  tnm  the  centrifuge 
tubes  or  bowl  and  resuspended  in  saline 
(0.85  percent)  solution  containing  0.5 
percent  phenol.  After  the  baoterisl 
mass  has  been  uniformly  suspeadiSd  la 
the  diluent,  it  should  be  again  passed 
through  a  cotton  pad  in  a  Buchner  fun- 
nel without  the  aid  of  suction.  The 
antigens  of  the  separate  strains  should 
be  combined  in  equal  volume-density 
and  stored  in  the  refrigerator  (5  °to  10 
**C.)  in  tightly  stoppered  bottles. 

(f)  The  diluted  antigen  to  be  used  In 
the  routine  testing  should  be  prepared 
from  the  stock  antigen  by  dilution  of 
the  latter  with  physiological  (0.85  per- 
cent) saline  solution  containing 
percent  of  phenol  to  a  turbidity  cor- 
responding to  0.75-1.00  on  the  McFar- 
land  nephelometer  scale.  The  hydro- 
gen-ion concentration  of  the  diluted 
antigen  should  be  corrected  to  pH  8J2  to 
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8.5  by  the  addition  of  dilute  sodium  hy- 
droxide. New  diluted  antigen  should  be 
prepared  each  day  and  kept  cold.  The 
diluted  antigen  may  he  employed  in  2 
cc.  quantities  in  4  by  '■v-inch  test 
tubes,  or  1  cc.  quantities  in  smaller 
tubes,  in  which  the  final  serum-antigen 
mixtures  are  made  and  incuhated.  The 
dlstrihution  of  the  antigen  in  the  tubes 
may  be  accomplished  by  the  use  of  long" 
burettes,  or  special  filling  devices 
made  for  the  purpose. 

Cg)  The  maximum  serum  dilution  em- 
pl03red  must  not  exceed  150  for  chick- 
ens, nor  1:25  for  turkeys.  The  available 
data  indicate  that  1:25  dilution  is  the 
most  efficient.  In  all  official  reports  on 
the  blood  test,  the  serum  dilutions 
shall  be  Indicated.  The  sera  should  be 
introduced  into  the  ag'glutination 
tubes  in  the  desired  amounts  with  well- 
deaaed  serological  pipettes  or  special 
semm-dellvery  devices  which  do  not 
permit  the  mixing  of  different  sera. 
The  antigen  and  serum  should  be  well 
mixed  before  incubation.  The  serum 
and  antigen  mixture  must  be  Incubated 
for  at  least  20  hours  at  37  "O. 

Gi)  The  results  shall  be  recorded  as: 

N,  or  (negative)  when  the  serum-ailtigdll 
mixture  remain.s  uniformly  turbid. 

P.  or  +  (positive)  when  there  is  a  distinct 
olomping  of  the  antigen,  and  the  llQuld  be- 
tween the  agglutinated  particles  is  clear. 

S,  or  ?  (suspicious)  when  the  agglutination  is 
only  partial  or  incomplete. 

M.  or  missing,  when  samples  listed  on  the 
original  record  sheet  are  missinar . 

H,  or  hemolyzed,  when  blood  samples  are 
hemolyxed  and  cannot  be  tested. 

B.  or  broken,  when  sample  tubes  are  broken 

and  no  sei  um  can  he  obtained. 

(Some  allowance  must  always  be  made  for 
the  difference  In  sensitiveneBB  of  different 

antisrcns  and  different  set-ups,  and  therefore, 
a  certain  amount  of  independent,  intelligent 
jadgment  mast  be  exercised  at  all  times. 
Also,  the  histories  of  the  flocks  require  con- 
sideration. In  flocks  where  individuals  show 
a  SQSi^cious  agglntination.  It  is  desirable  to 
examine  representative  birds  bacterio- 
logically  to  determine  the  presence  or  ab- 
sence of  S.  piillonun.) 

(Approved  by  the  Office  of  Managenftnt  and 
Budget  under  control  number  0679-0007) 

[36  FR  23121.  Dec.  3,  1971.  Redesignated  at  44 
FR  61586,  Oct.  26.  1979.  as  amended  at  50  FR 
12799,  Mar.  18,  1994] 


S147^  The  rt^pid  serum  test.^ 

(a)  The  procedure  for  the  collection 
and  delivery  of  blood  samples  in  the 
rapid  serum  test  is  the  same  as  that  de- 
scribed In  1147.1(a). 

(b)  The  selection  and  maintenance  of 
suitable  strains  of  S.  pullorum  and  the 
composition  of  a  satisfactory  medium 
are  described  in  §147.1  (b)  and  (c). 

(c)  Lai^e  1-incb  teet  tubes,  KoUe 
flasks,  or  Blake  bottles  are  streaked 
liberally  from  48-hour  slant-agar  cul- 
tures prepared  from  stock  cultures  of 
the  selected  strains. 

(d)  The  antigen-growing  tubes  or  bot- 
tles should  be  Incubated  48  hours  at  37 
°C.,  and  the  suilace  growth  washed  off 
with  a  very  sliferht  amount  of  12  percent 
solution  of  sodium  chloride  containing 
0.25  to  0.5  percent  phenol,  filtered 
through  lightly  packed  sterile  absorb- 
ent cotton  plabed  in  the  apex  of  a  ster- 
ile Amnel. 

(e)  The  washings  should  he  adjusted 
(using  12  percent  sodium  chloride  con- 
taining 0.25  to  0.5  percent  phenol)  so 
that  the  turbidity  is  SO  times  greater 
than  tube  0.75  of  McFarland's  nephe- 
lometer.  or  to  a  reading  of  7  mm.  by 
the  Gates  nephelometer. 

(f)  The  individual  strain  antigens 
should  be  tested  with  negative  sera  for 
their  insensitivity  and  with  positive 
sera  for  high  agglutinability  in  com- 
parison with  known  satisfactory  anti- 
gen. The  antigens  of  the  separate 
strains  should  be  combined  in  equal 
volume-density  and  stored  in  the  re- 
frigerator (5  **to  10  'O  in  tightly 
stoppered  bottles. 

(g)  The  tests  should  be  conducted  on 
a  suitable,  smooth  plate.  The  serum- 
antigen  dilution  should  be  made  so 
that  the  dilution  will  not  exceed  1:50 
when  compared  to  the  standard  tube 
agglutination  test.  When  testing  tur- 
key blood  samples,  it  is  desirable  to 
use  a  serum-antigen  dilation  equiva- 
lent to  the  1:25  in  the  tube  method.  The 
serum  should  be  added  to  the  antigen 
and  mixed  thoroughly  by  use  of  the  tip 
of  the  serum  pipette.  Most  strong  posi- 
tive reactions  ^11  be  plainly  evident 


3  The  procedure  described  is  a  modification 
of  the  method  reported  by  Runnels,  Coon, 

Farley,  and  Thorpe.  .\mer.  Vet.  Med.  Aflsoc. 
Jour.  70  (N.S.  23):  660-662  (1927). 
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9  CFR  Ch.  I  (1-1-03  EdMon) 


within  15  to  20  seconds.  The  final  read- 
ing should  be  made  at  the  end  of  2  or  8 

minutes.  Heating  the  plate  at  approxi- 
mately 37  °C.  will  hasten  agglutination. 
Before  reading,  the  plate  should  be  ro- 
tated several  times. 

(h)  The  results  shall  be  recorded  as 
described  in  §  147.1(h). 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0007) 

rae  FR  23121,  Dec.  8.  1971.  Redesignated  at  44 
FR  61586.  Oct.  26,  1979.  as  amended  at  69  FR 
12799,  Mar.  18. 1994] 

§147.3   The     stained-antigMif  rapid, 

whole-blood  test.^ 

(a)  The  description  of  the  preparation 
of  antigen  is  not  herein  included  be- 
caose  the  antigen  is  a  proprietary  prod- 
uct produced  only  under  license  firom 
the  Secretary  of  Agriculture. 

(b)  A  loop  for  measuring  the  correct 
quantity  of  blood  can  usually  be  ob- 
tained  from  the  manufacturer  of  the 
antigen.  A  satisfactory  loop  may  be 
made  from  a  piece  of  No.  20  gage 
nlctarome  wire,  JM  inches  long,  at  the 
end  of  which  is  fashioned  a  loop  three- 
sixteenths  of  an  inch  in  diameter.  Such 
a  loop,  when  filled  with  blood  so  that 
the  blood  aiipears  to  bulge,  deliyers  0.02 
cc.  A  medicine  dropper  whose  tip  is  ad- 
justed to  deliver  0.05  cc.  is  used  to 
measure  the  antigen.  A  glass  plate 
about  16  inches  square,  providing  space 
for  48  tests,  has  proved  satisfactory  for 
this  work.  The  use  of  such  a  plate  en- 
ables the  tester  to  have  a  number  of 
successive  test  mixtures  under  observa- 
tion  without  holding  up  the  work  to 
wait  for  results  before  proceeding  to 
the  next  bird. 

(c)  A  drop  of  antigen  should  be  placed 
on  the  testing  plate.  A  loopful  of  blood 
should  be  taken  up  from  the  wing  vein. 
When  submerged  in  the  blood  and  then 
carefnlly  withdrawn,  the  loop  becomes 
properly  filled.  On  looking  down  edge- 
wise at  the  filled  loop,  one  observes 
that  the  blood  appears  to  bulge.  The 
loopful  of  blood  then  should  be  stirred 
into  the  drop  of  antigen,  and  the  mix- 
ture spread  to  a  diameter  of  about  1 
inch.  The  loop  then  should  be  rinsed  in 


^The  procedure  described  is  a  modification 
Of  the  method  reported  by  ScbafCer.  Mao- 
Dooald,  HaU,  and  Banyea,  Joor.  Amer.  Vet. 
Med.  Amoc.  79  (N.  8. 82):  296-240  (1931). 


clean  water  and  dried  by  touching  it  to 
a  piece  of  clean  blotting  paper,  if  nec- 
essary. The  test  plate  should  be  rocked 
from  side  to  side  a  few  times  to  mix  the 
antigen  and  blood  thoroughly,  and  to 
facilitate  agglutination.  The  antigen 
should  be  used  according  to  the  direc- 
tions of  the  producer. 

(d)  Various  degrees  of  reaction  are 
observed  in  this  as  in  other  agglutina- 
tion tests.  The  greater  the  aggluti- 
nating ability  of  the  blood,  the  more 
rapid  the  clumping  and  the  larger  the 
clumps.  A  positive  reaction  consists  of 
a  definite  clumping  of  the  antigen  sur- 
rounded by  clear  spaces.  Such  reaction 
is  easily  distinguished  against  a  white 
background.  A  somewhat  weaker  reao- 
tion  consists  of  small  but  still  clearly 
visible  clumps  of  antigen  surrounded 
by  spaces  only  partially  clear.  Between 
this  point  and  a  negative  or  homo- 
geneous smear,  there  sometimes  occurs 
a  very  fine  granulation  barely  visible 
to  the  naked  eye;  this  should  be  dis- 
regarded in  making  a  diagnosis.  The 
very  fine  marginal  clumping  which 
may  occur  just  before  drying  up  is  also 
regarded  as  negative.  In  a  nonreactor, 
the  smear  remains  homogeneous.  (Al- 
lowance should  be  made  for  differences 
in  the  sensitiveness  of  different  anti- 
gens and  different  set-ups,  and  there- 
fore, a  certain  amount  of  independent, 
intelligent  judgment  must  be  exercised 
at  all  times.  Also,  the  histoiies  of  the 
flocks  require  consideration.  In  flocks 
where  individuals  Show  a  suspicious  ag- 
glutination.  it  is  desirable  to  examine 
representative  birds  bacteriologlcally 
to  determine  the  presence  or  absence  of 

S.  pnllorum.) 

(Approved  by  the  Office  of  Management  and 
Badget  under  control  number  0679-0007) 

[36  FR  23121.  Dec.  3,  1971.  Redesig^nated  at  44 
FR  61586,  Oct.  26,  1979.  aa  amended  at  59  FR 
12799.  Mar.  18. 1904] 

§  147.4  [Reserved] 

S  147.5   The  inicroaggintinati0n  test  ftar 

pullorum-typhoi£ 

Routinely,  the  microagglutination 
test  is  applied  as  a  single-dilution  test 
and  only  a  single  19-24  hour  reading  is 

made. 

(a)  The  procedure  for  the  collection 
and  delivery  of  blood  samples  in  the 
microagglutination  test  is  the  ssaie  aa 
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tliat  described  in  1 147.1(a).  A  method 

that  has  proven  advantag-eous  is  to 
transfer  the  serum  samples  from  the 
blood  clot  to  a  mlcroplate  as  described 
In  "Applied  Microbiology,"  volume  24, 
No.  4,  October  1972,  pages  671-672.  The 
dilutions  are  then  performed  according- 
to  paragraphs  (d)  or  (e)  of  this  section. 

(b)  Stained  microtest  antigen  for  pul- 
lorum-typhoid  is  supplied  as  con- 
centrated stock  suspension  and  must 
be  approved  by  the  Department.^  Direc- 
tions for  diluting  will  be  provided  with 
the  antigen.  The  stock  as  well  as  the 
diluted  antipren  prepared  each  day 
should  be  kept  sealed  in  the  dark  at  5 
^  10  *C.  when  not  in  use. 

(c)  Available  data  indicate  that  a  1:40 
dilution  for  the  microatrtrlutination 
test  is  most  efficient  for  the  detection 
of  puUorum-typhoid  agglutinins  in 
both  chickens  and  turkeys.  In  all  ofn- 
clal  reports  on  the  blood  test,  the 
serum  dilutions  shall  be  indicated. 

(d)  The  recommended  procedure  for 
the  1:40  dilution  in  the  microagglutina* 
tion  test  is  as  follows: 

(1)  Add  100  microliters  (0.10  cc.)  of 
0.85  percent  physiological  saline  to 
each  well  of  the  mlcroplate. 

(2)  Using  a  mlcrodiluter  or  a 
multimicrodiluter  handle  fitted  with 
twelve  10  microliter  microdiluters. 
transfer  5  microliters  (0.005  cc.)  of  the 
semm  sample  from  the  collected  speci- 
men to  the  corresponding-  well  of  the 
mlcroplate.  This  is  accomplished  by 
touching  the  surface  of  the  serum  sam- 
ple with  title  mlcrodiluter  and  then 
transferring:  and  mixing  with  the  dil- 
uent in  the  microplate  well.  The  mlcro- 
diluter is  removed,  blotted,  touched  to 
the  surliace  of  the  distilled  water  wash, 
and  again  blotted.  Other  acceptable 
methods  of  serum  delivery  are  de- 
scribed in  "Applied  Microbiology,"  vol- 
ume 21,  No.  3,  March  1071.  pages  384-300. 

(8)  Dilute  the  microtest  antigens 
with  0.50  percent  phenolized  saline  and 
add  100  microliters  (.0.1  cc.)  to  each 
mlcroplate  well. 


"*  Information  as  to  criteria  and  procedures 
for  approval  of  concentrated  stock  suspen- 
sion of  stained  mlcroteBt  antigens  may  be 
obtained  Crom  the  National  Poultry  Improve- 
ment Plan,  Veterinary  Services,  APHIS. 
USDA,  1498  Klondike  Road.  Suite  200.  €3on- 
yera,  OA  30004. 


(4)  Seal  each  plate  with  a  plastic 
sealer  or  place  unsealed  in  a  tight  incu- 
bation box  as  described  in  "Applied 
Microbiology,"  volume  23,  No.  5,  May 
1072.  pages  031-087.  Incubate  at  3T*C.  for 
18-24  hours. 

(5)  Read  the  test  i-esults  as  described 
in  paragraph  (f)  of  this  section. 

(e)  The  recommended  procedure  for  a 
microagglutinatlon  test  titration  is  as 
follows: 

(1)  Add  50  microliters  (0.06cc.)  of  0.85 
percent  physiological  saline  to  each 
well  of  the  microplate. 

(2 1  To  the  wells  representative  of  the 
lowest  dilution  in  the  titration,  add  an 
additional  50  microliters  (0.05  cc.)  of 
0.85  percent  physiological  saline  mak- 
ing a  total  of  100  microliters  in  these 

wells. 

(3)  Transfer  each  serum  sample  as  de- 
scribed in  §  147.5(d)(2)  of  this  section  to 
the  first  well  containing  100  microliters 
(O.lOcc.)  in  the  titration,  which  rep- 
resents the  lowest  dilution. 

(4)  Make  twofold  serial  dilutions  of 
each  serum  by  transferring  50  micro- 
liters (O.OSco  of  diluted  serum  from 
one  well  to  the  next  using  twelve  50 
microliter  microdiluters  fitted  in  a 
multimicrodiluter  handle.  When  trans- 
fers have  lieen  made  to  all  of  the  wells 
of  the  desired  series,  the  50  microliters 
remaining  in  the  microdiluters  are  re- 
moved  by  blotting,  touching  the  micro- 
diluters to  the  surface  of  the  distilled 
water  wash,  and  blotting  again. 

(5)  Dilute  the  desired  microtest  anti- 
gen with  0.50  percent  phenolized  saline 
and  add  50  microliters  (0.05  cc.)  to  eacdi 
microplate  well. 

(6)  Seal  each  plate  with  a  plastic 
sealer  or  place  the  unsealed  micro- 
plates  in  a  tight  incubation  box  and  in- 
cubate at  37  °C.  for  18-24  hours. 

(7)  Read  thetest  results  as  described 
in  paragraph  (i)  of  this  section. 

(f)  Read  the  test  results  with  the  aid 
of  a  reading  mirror.  Results  are  inter- 
preted as  follows: 

(1)  N,  or  -  (negative)  when  the 
mlcroplate  well  has  a  large,  distinct 
button  of  stained  cells;  or 

(2)  P,  or  -I-  (positive)  when  the 
mlcroplate  well  reveals  no  antigen  but- 
ton: or 

(3)  S,  or  ?  (suspicious)  when  the 
mlcroplate  w^ll  has  a  small  button. 
Suspicious  reactions  may  tend  to  be 
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more  positive  than  negative  [±]  or  vice 
versa  [  +  ]  and  can  be  so  noted  if  desired. 

(Approved  by  the  Office  of  Management  and 
BudRret  under  control  number  0579-0007) 

L41  FR  48726.  Nov.  h,  1976.  Redesi^ated  at  44 
FR  61586,  Oct.  26.  1979.  and  amended  at  57  FR 
57342,  Dec.  4.  1992;  59  FR  12799.  Mar.  18.  1994; 
59  FR  67617.  Dec.  30.  1994;  61  FR  11521.  Mar.  21, 
1986;  63  FR  3,  Jan.  2, 1998;  67  FR  8468,  Feb.  25, 
2002] 

§147.6  Prooedure  Amt  determining  the 

status  of  flocks  reacting  to  tests  for 
Mycoplasma  galluepticum,  Myco- 
l^amm  »iioviae»  aiid  Mycoplaima 

The  maoroagglutinatlon  tests  for 
Mycoplasma  antibodies,  as  described  in 
"Standard  Methods  for  Testing  Avian 
Sera  for  the  Presence  of  Mycoplasma 
GalllBepticum  Antibodies"  published 
by  the  Agricultural  Research  Service, 
USDA.  March  1966.  and  the  micro- 
agglutination  tests,  as  reported  in  the 
Proceedings,  Sixteenth  Annual  Meet- 
ing of  the  American  As.sociation  of 
Veterinary  Laboratory  Diagnosticians, 
1973,  shall  be  the  official  tests.  Proce- 
dures for  isolation  and  identification  of 
Mycoplasma  may  be  found  in  Isolation 
and  Identification  of  Avian  Pathogens, 
published  by  the  American  Association 
of  Avian  Pathologists  and  {§147.15  and 
147.16. 

(a)  The  status  of  a  flock  for  Myco- 
plasma shall  be  determined  according 
to  the  following  criteria: 

(1)  If  the  tube  agglutination  or  the 
serum  plate  test  is  n^ative,  the  flock 
qualifies. 

(2)  If  the  tube  agglutination  or  the 
serum   plate   test  is   positive,  the 

hemaglutination  inhibition  (HI)  test 
and  or  the  Serum  Plate  Dilution  (SPD) 
test  shall  be  conducted.  Provided,  that 
for  egg-t3rpe  and  meat-type  chicken 
and  waterfowl,  exhibition  poultry,  and 
game  bird  flocks,  if  more  than  50  per- 
cent of  the  samples  are  positive  for  ei- 
ther Mycoplasma  gallisepticum,  M. 
synnviae,  or  both,  the  HI  and  or  the 
SPD  test  shall  be  conducted  on  10  per- 
cent of  the  positive  samples  or  25  posi- 
tive samples,  whichever  is  greater.  The 
results  of  the  HI  and/or  SPD  tests  must 
be  followed  by  the  action  prescribed  in 
paragraphs  (a)(.3),  (a)(.4),  and  (,a)c5>  of 
this  section. 


(3)  If  the  tube  agglutination  or  serum 
plate  tests  are  positive  and  HI  and/or 
the  SPD  tests  are  negative,  the  flock 
shall  be  retested  in  accordance  with 
paragraph  (aH6)  of  this  section. 

(4)  If  HI  titers  of  1:40  or  SPD  titers  of 
1:5  are  found,  the  flock  shall  be  consid- 
ered suspicious  and  shall  be  retested  in 
accordance  with  paragraidi  (aX6)  of 
this  section. 

(5)  If  HI  titers  of  1:80,  positive  en- 
zyme-labeled immunosorbent  assay 
(BLISA)  titers,  or  SPD  titers  of  1:10  or 
higher  are  found,  the  Official  State 
Agency  shall  presume  the  flock  to  be 
infected.  If  the  indicated  titers  are 
found,  tracheal  swabs  firom  90  ran- 
domly selected  birds  shall  be  taken 
promptly  and  cultured  individually  or 
a  PCR-based  procedure  conducted  on 
these  specimens  for  Mycoplasma,  and 
additional  tests  conducted  in  accord- 
ance with  paragraph  (a)(6)  of  this  sec- 
tion before  final  determination  of  the 
flock  status  is  made. 

(6)  Fourteen  days  after  the  previous 
bleeding  date,  all  birds  or  a  random 
sample  comprised  of  75  birds  shall  be 
tested  by  the  serum  plate  or  tube  ag- 
glutination test.  Tested  birds  shall  be 
identified  by  numbered  bands. 

(7>  If  the  tube  agglutination  test  or 
serum  plate  test  is  ne^-ative  for  the 
Mycoplasma  for  which  the  flock  was 
tested,  the  flock  qualifies. 

(8)  If  the  tube  agglutination  or  serum 
plate  test  is  positive  on  the  retest.  the 
HI  andyor  SPD  test  shall  be  conducted 
on  the  reacting  samples. 

(9)  On  the  retest,  if  the  tube  aggluti- 
nation or  serum  plate  tests  are  positive 
at  the  same  or  higher  rate  and  the  HI 
or  SPD  tests  are  negative,  the  flock 
shall  be  considered  suspicions  and  rihall 
be  retested  in  accordance  with  para- 
graph (a)(6)  of  this  section. 

(10)  On  the  retest  if  HI  titers  of  1:80 
and/or  SPD  titers  of  1:10  or  higher  are 
found,  the  flock  shall  be  considered  in- 
fected: Provided,  That,  at  the  discretion 
of  the  Official  State  Agency,  additional 
tests  may  be  conducted  in  accordance 
with  paragraph  (aXO)  of  this  section  be- 
fore final  determination  of  the  flock 
status  is  made. 

(11)  If  HI  titers  of  1:80  and/ or  SPD 
titers  of  1:10  or  higher  are  found  on  the 
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second  retest.  the  flock  shall  be  consicl- 
ered  infected  for  the  Mycoplasma  for 
which  it  was  tested. 

(12)  If  the  tube  a?glutiiiatlon  or 
serum  plate  tests  are  found  on  the  sec- 
ond retest  to  be  positive  at  the  same  or 
higher  rate  and  the  HI  and/or  SPD  tests 
are  negative,  the  flock  should  be  con- 
sidered infected:  Provided,  That  if  the 
status  of  the  flock  is  considered  to  be 
equivocal,  the  Official  State  Agency 
may  examine  reactors  by  the  in  vivo 
bio-assay,  PORpbased  procedures,  and/ 
or  culture  procedures  before  final  de- 
termination of  the  flock  status  is 
made. 

(IS)  If  the  in  vivo  bio-assay,  PCRr 
based  procedures,  and  culture  proce- 
dures are  negative,  the  Official  State 
Agency  may  qualify  the  flock  for  the 
classification  for  which  it  was  tested. 

(14)  Tf  the  in  vivo  bio-assay.  PCR- 
based  procedures,  or  culture  procedui'es 
are  positive,  the  flock  will  be  consid- 
ered infected.  However,  the  following 
considerations  may  apply: 

(i)  In  PCR-positive  flocks  for  which 
there  are  other  negative  mycoplasma 
test  results,  the  flock's  mycoplasma 
status  should  be  confirmed  throu^-h  ei- 
ther seroconversion  or  cultuie  isola- 
tion of  the  organism,  or  through  both 
methods,  before  final  determination  of 
the  flock  s  status  is  made. 

(ii)  In  flocks  for  which  only  the  bio- 
assay  is  positive,  additional  in  vivo 
bio-assay,  PCR-based  procedures,  or 
cultural  examinations  may  be  con- 
ducted by  the  Official  State  Agency  be- 
fore flnal  determination  of  the  flock's 
status  is  made. 

(15)  If  the  in  vivo  bio-assay.  PCR- 
based  procedures,  or  cultures  are  posi- 
tive on  retest,  the  flock  shall  be  con- 
sidered infected  for  the  myooidasma 
for  which  it  was  tested. 

(b)  [Reserved] 

(,40  FR  1604.  Jan.  8.  1976.  aa  amended  at  41  FR 
48726,  Nov.  5,  1976.  Redesfgnated  at  44  FR 

GISBC.  Oct.  26.  197B,  and  amended  at  47  FR 
21993.  May  20,  1982;  SO  FR  19900,  May  13,  1985; 
M  FR  23957,  June  5, 1909;  89  FR  12799,  Mar.  18, 

1991:  61  FR  11521.  Mar.  21.  1996:  62  FR  44070, 
Aug.  19.  1997;  63  FR  3.  Jan.  2,  1998;  65  FR  8019, 
Feb.  17, 2000] 

147.7   Standard  test  procedures  for 

The  serum  plate  agirlutlnation  test, 
the  tube  agglatlnatlon  test,  and  the  en- 


zyme-linked  immunosorbent  assay 
(ELTSA  )  test  should  be  considered  basic 
screening  tests  for  mycoplasma  anti- 
bodies. The  test  selected  will  depend  on 
preference,  laboratory  facilities,  and 
availability  of  antigen.  These  three 
tests,  though  quite  accurate,  determine 
flock  status  rather  than  individual  bird 
status,  since  occasional  reactions  are 
nonspeclflo.  Under  normal  cir- 
cumstances, the  rate  of  such  nonspe- 
cific reactions  is  low.  Nonspecific  reac- 
tions may  occasionally  be  high,  par- 
ticularly  after  the  use  of  erysipelas 
bacterin  in  turkeys  and  where  myco- 
plasma antibodies  are  present  for 
closely  related  mycoplasma  other  than 
for  the  species  being  tested.  The 
hemagglutination  inbibition  (HT)  test 
is  too  cumbersome  tor  routine  screen- 
ing use.  Positive  reactions  are  ex- 
tremely accurate  however,  and  are  use- 
ful in  evaluating  serum  samples  that 
react  with  the  ELISA.  plate,  and/or 
tube  antigens.  The  test  should  be  con- 
ducted with  4  HA  units.  Titers  of  1:80  or 
greater  for  both  chicken  and  turkey 
sera  are  considered  positive,  while  a 
1:40  or  1:20  titer  would  be  strongly  sus- 
picious and  additional  tests  should  be 
required. 

(a)  Serum  plate  agglutination  test.  (1) 
The  serum  plate  agglutination  test  for 
mycoplasma  is  conducted  by  con- 
tacting and  mixing  0.02  ml  of  test 
serum  with  0.03  ml  of  serum  plate  anti- 
gen on  a  glass  at  room  temperature. 
The  standard  procedure  is: 

(i)  Allow  antigen  and  test  serums  to 
warm  up  to  room  temperature  before 
use. 

(ii)  Dispense  test  serums  in  0.02  ml 
amounts  with  a  pipette  or  standardized 
loop  (rinsed  between  samples)  to  1^ 
inch  squares  on  a  ruled  glass  plate. 
Limit  the  number  of  samples  (no  more 
than  25)  to  be  set  up  at  one  time  ac- 
cording to  the  speed  of  the  operator. 
Serum  should  not  dry  out  before  being 
mixed  with  antigen. 


^For  additional  information  on  myco- 
plasma test  procedures,  refer  to  the  fol- 
lowing references:  Proc.  77th  Annual  Meet- 
ing:, U.S.  Animal  Health  Association,  1973; 
Isolation  and  Identification  of  Avian  Patho- 
gens, 3rd  Edition:  Methods  for  Examining 
Poultry  Biologies  and  for  Identifying  and 
Qnantlfyii^  Avian  Pathogens,  1901. 
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(ill)  Dispense  0.03  ml  of  antigen  be- 
side the  test  serum  on  each  squaxe. 
Hold     antigen     dispensing  hottle 

vertically. 

(iv)  Mix  the  serum  and  antigen,  using 
a  multimixing  device  if  large  numbers 
are  to  be  ran  at  one  time. 

fv)  Rotate  the  plate  for  5  seconds.  At 
the  end  of  the  first  minute,  rotate  the 
plate  again  for  5  seconds  and  read  55 
seconds  later. 

(2)  A  positive  reaction  is  character- 
ized by  the  formation  of  definite 
clumps,  usually  starting  at  the  periph- 
ery of  the  mixture.  Most  samples  that 
are  hiirhly  positive  will  react  well 
withm  the  2-minute  test  period.  Reac- 
tions thereafter  should  be  considered 
negative,  although  partial  agglutina- 
tion at  3  and  5  minutes  may  warrant 
further  retesting.  High-quality  antigen 
contacted  with  negative  serum  will 
usually  dry  up  on  the  plate  without 
visible  clumping.  Whenever  samples 
are  run.  the  antigen  should  be  tested 
against  known  positive  and  negative 
control  serums.  Standard  reference 
antigens  and  negative  and  positive 
titered  sera  are  available  from  the  Na- 
tional Veterinary  Services  Labora- 
tories (NVSL),  P.O.  Box  884,  Ames, 
Iowa  50010. 

(3)  Since  it  is  difficult  to  measure 
uniform  amounts  of  serum  with  a  cali- 
hrated  loop,  this  technique  should  not 
be  used  in  conducting  an  official  test. 

(b)  Serum  plate  dilution  test.  (1)  The 
serum  plate  dilution  (SPD)  test  may  be 
used  to  evaluate  possible  nonspecific 
reactions,  grain  additional  information 
to  evaluate  positive  plate  tests  occur- 
ring in  an  unexpected  manner,  and/or 
to  evaluate  the  level  of  mycoplasma 
antibodies  present  in  the  serum  sam- 
ple. If  sufficient  serum  is  available,  the 
following  method  would  provide  the  di- 
lutions required  to  conduct  the  test. 

(1)  Rack  three  tubes  and  put  0.8  ml  of 
phosphate-buffered  saline  (PBS)  in 
tube  1  and  0.5  ml  of  PBS  in  tubes  2  and 
3. 

(ii)  Pipette  0.2  ml  of  the  test  serum 
into  tube  1  and  discard  the  pipette. 

(iii)  With  a  pipette,  mix  the  serum 
and  PBS  in  tube  1  and  withdraw  0.5  ml 
and  add  to  tube  2. 

(iv)  Repeat  the  process  in  step  (iii). 
mixing  the  contents  of  tube  2  and 
transferring  0.6  ml  to  tube  3. 


(v)  Conduct  the  test,  as  described  for 
the  serum  plate  test  in  paragraph  (a), 
on  the  undiluted  sample  and  on  sam- 
ples in  tubes  1,  2,  and  3  after  mroper 
mixing  of  each  dilution. 

(vi)  To  assist  in  the  evaluation  of  the 
test,  conduct  concurrent  SPD  tests 
using  both  positive  1:80  and  positive 
1:160  HI  sera  for  the  mycoplasma  being 
tested.  The  antigen  should  be  pretested 
for  reactivity  with  standard  serum  at 
the  1:5  and  1:10  dilution. 

(vii)  Interpretation  of  the  SPD  test 
results  should  be  based  on  the  criteria 
in  §147.6. 

(o)  Tube  agglutination  test.  (1)  The 
mycoplasma  tube  agglutination  test  is 
conducted  by  mixing  0.08  ml  of  test 
serum  with  1.0  ml  of  diluted  (1:20)  anti- 
gen in  a  tube  and  allowing  the  mixture 
to  react  for  18  24  hours  at  37°  C.  The 
diluent  will  be  the  standard  phosphate- 
buffered  saline  with  phenol.  This  solu- 


tion  is  made  up  as  follows: 

43nim 

Sodium  hydroxide  (CP.)  

0.15 

as 

Potassimn  dhydraQM  piMMplwls  (KHi  POi«) 

(CP.)   

9jm 

Phenol  (Crystal)  (C  P  )  

as 

Oistilied  water  to  maka  1 ,000  ml 

The  pH  of  the  buffered  phenoliaed  sa- 
line will  be  7.1-7.2  if  all  reagents  are  ac- 
curately measured.  The  stock  tube 
antigen  is  diluted  1:20  with  buffered 
phenoliaed  saline.  The  procedures  for 
the  tube  test  are  as  follows: 

fi)  Rack  12x75  mm  clean  tubes  and 
identify  the  tubes  according  to  the 
sample  to  be  tested. 

(U)  Add  0.08  ml  of  the  individual  test 
serum  to  each  tube.  This  will  create 
approximately  a  1:12.5  screening  dilu- 
tion Of  test  serum  when  1.0  ml  of  di- 
luted antigen  is  added.  The  use  of  a 
pipetting  device  will  insure  proper  mix- 
ing of  serum  and  antigen. 

(ill)  To  interpret  positive  reactions 
to  the  1:12.6  dilution,  two  additional  di- 
lutions may  be  made  by  adding  0.04  ml 
of  serum  for  1:25  dilution  and  0.02  ml  of 
serum  for  1:50  dilution,  with  the  addi- 
tion of  1.0  ml  of  diluted  antigen  as  indi- 
cated in  paragraph  (cKlKii)  of  this  sec- 
tion. 

(iv)  Shake  racks  and  incubate  test 
systems  for  lB-24  hours  at  37*  O. 
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(2)  Tests  are  read  against  a  dark 
background  under  indirect  fluorescent 
light.  Regarded  as  a  positive  reaction 
is  a  olearlner  of  tbe  roiwmatant  fluid, 
with  visible  sediment  in  the  bottom  of 
the  tube.  Incomplete  reactions  are  sus- 
pect. Positive  and  negative  control  se- 
rums should  be  incorporated  into  each 
day's  nm  of  tests.  Reactions  at  1:25  or 
greater  are  considered  positive.  They 
should  be  confirmed  by  the  HI  test.  In- 
cubation for  periods  greater  than  24 
hours  may  be  helpful  in  evaluating  sus- 
picious reactions  and  need  for  possible 
retesting  or  other  diagnostic  tests. 

(d)  Hemagglutination  Inhibition  (HI) 
test.  The  msrcoplasma  HI  test  is  con- 
ducted by  the  constant-antigen,  de- 
creasing-scrum  method.  This  method 
requires  using  a  4-hemagglutination 
(HA)  unit  of  diluted  antigen.  Dif- 
ferences in  the  number  of  HA  units 
used  will  change  the  tilers  of  positive 
sera  markedly.  Standard  HA  antigens 
for  Mycoplasma  gatUsepticum,  M, 
synoviae,  and  M.  meleagridis  are  avail- 
able from  NVSL.  The  antigen  has  been 
titrated  and  diluted  to  approximately 
1:640.  The  HA  titration  of  ectch  sample 
should  be  checked  as  described  in  para- 
graph (d)(2)  on  initial  use  or  after  long 
storage.  To  maintain  HA  activity,  the 
undiluted  HA  antigen  should  be  stored 
at  -60°  to  -70°  C.  The  test  procedures 
are  illustrated  in  Tables  2  and  3  of  this 
paragraph. 

(1)  Preparation  of  materials. 

(i)  Prepare  phosphate-buffered  saline 
(PBS)  as  follows: 


SodliiiTi  hydreoddo  (CP.)  

Sodium  chkxkto  (CP.)   

Potassium  dttiydrogen  phosphate  (KHi  P0>«) 

(CP)   

Distilled  water  to  make  1,000  ml 


Grams 


0.1S 
6.5 


The  pH  of  the  PBS  will  be  7.1-7.2  if  all 

reagents  are  accurately  measured. 

(ii)  Collect  the  turkey  or  chicken  red 
blood  cells  (RBC  s)  in  Alsever's  solu- 
tion which  has  been  prepared  as  fol- 
lows: 


Qraira 


Dextrose   

DMaM  water  to  make  1.000  mL 


Grains 


20.5 


ao 

4.2 


The  sodium  citrate  and  sodium  chlo- 
ride are  dissolved  in  800  ml  distilled 

water  and  sterilized  at  15  lbs.  pressure 
for  15  minutes.  Dissolve  the  dextrose  in 
200  ml  distilled  water,  sterilize  by  Seitz 
or  other  type  of  filtration  and  then  add 
aseptically  to  the  sterile  sodium  <dt- 
rate  and  sodium  chloride  solution. 

(iii)  From  a  lui'key(s)  or  chicken(s) 
known  to  be  free  of  the  mycoplasma 
being  tested,  withdraw  sufficient  blood 
with  a  syring"e  containing:  Alsever's  so- 
lution Lo  give  a  ratio  of  1  part  blood  to 
5  parts  Alsever's  solution  (e.?.,  8  ml 
blood  in  40  ml  of  Alsever's  solution). 
Centrifuge  the  blood  suspension  at  1.000 
rpm  for  10  minutes  and  remove  the 
Alsever's  solution  or  supernatant  with 
a  pipette. 

(iv)  Wash  the  RBC  s  two  times  in  10 
or  more  parts  of  Alsever's  solution, 
centrifuginff  after  each  washix^.  Oen- 
trifugation  is'  at  1,000  rpm  for  10  min- 
utes. The  supernatant  fluid  is  removed 
and  the  RBC  deposit  resuspended  to 
grlve  a  25  percent  suspension  of  packed 
RBCs  in  Alsever's  solution,  (In  testing 
either  chicken  or  turkey  sera,  the  ho- 
mologous RBC  system  must  be  used; 
i.e.,  use  chicken  cells  when  testing 
chicken  serum  and  turkey  cells  when 
testing  turkey  serum.)  If  this  suspen- 
sion is  kept  refrigerated,  it  should  keep 
for  7  or  8  days  after  the  blood  has  been 
collected. 

(v)  For  the  test.  1  ml  of  the  25  per- 
cent RBCs  is  added  to  99  ml  of  buffered 
saline  to  make  a  0.25  percent  RBC  sus- 
pension. 

(2)  HfrnaggJutination  (HA)  antiqm  ti- 
tration. The  HA  stock  antigen  is  stored 
at  -  70  °  C  in  PBS  buffer  containing  25 
percent  glycerin  (vol/vol)  in  a  con- 
centrated suspension  (i.e..  320-640  HA 
units/ ml)  in  screwtype  vials.  Under 
such  conditions,  potency  will  be  re- 
tained for  years.  There  will  be  a  rapid 
loss  of  titer  if  improperly  stored.  The 
titer  of  HA  antigen  is  determined  as  il- 
lustrated in  Table  1  and  described  in 
paragraphs  (d)(2)(i)  through  (z)  of  this 
section. 
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Tmig  1  Titration  of  Hgwoqlutlnatlon  (HQ  Antigen 
 tube  No.  


Reagents  (bL) 

1 

2 

8 

9 

10 

n  ft 

n  *i 

Antigen 

0.2 

Transfer 

0.5— > 

0.5— > 

0.5—...-^ 

0.5—^ 

0.5—^ 

0.5-^c 

0.25*  FBC 

0.5 

0.5 

0.5 

0.5 

0.5 

0.5 

Ant.  dilution 

1:5 

1:10 

1:20  

1:640 

1:1280 

1:2560 

Results^ 

+ 

+ 

^  Tube  U,  FBS/BBC  oontiol. 

''•f-llA;  -  »noIIA  (sanple  titer  lt640). 

^  Discard  0.5  ml. 


(i)  Rack  a  series  of  11  chemically 
clean  12v7S  mm  test  tubes.  Label  the 

tubes  1-11  left  to  right. 

(ii)  Put  0.8  ml  of  PBS  in  tube  1  and 
0.5  ml  of  PBS  in  each  of  tubes  2-11. 

(iii)  Add  0.2  ml  of  antigen  to  tube  1. 
This  will  make  a  1:5  dilution  of  anti- 
gen. Discard  pipette. 

(iv)  Mix  contents  of  tube  1  thor- 
oughly with  a  clean  pipette,  and  trans- 
fer 0.5  ml  to  tube  2.  This  will  make  a 
1:10  dilution  of  antigen  in  tube  2.  Dis- 
card pipette. 

(V)  Continue  making  serial  twofold 
dilutions  of  antigen,  changing  pipettes 
after  each  trantfer,  through  tube  10. 
This  will  result  in  a  series  of  twofold 
dilutions  ranging  from  1:5  to  1:2560 
Discard  0.5  ml  of  antigen  dilution  from 
tube  10. 

(vi)  Add  0.5  ,ml  of  0.25  percent  RBC's 
to  tubes  1-11.  Tube  11  will  serve  as  PBS/ 
RBC  control. 

(vii)  Shake  the  rack  and  incubate  at 
room  temperature  until  the  cells  in  the 


PBS/RBC  control  tube  have  settled 
into  a  compact  button  at  the  bottom  of 

the  tube. 

(viii)  If  turkey  sera  is  also  to  be  test- 
ed for  HI  titer,  repeat  steps  outlined  in 

paragraphs  <dM2>(i»  through  (vii)  of  this 
section,  using  0.25  percent  turkey 
RBC's. 

(ix)  The  end  point  of  the  titration  is 
the  highest  dilution  of  antigen  that 
produces  complete  agglutination  of  the 
fi^*8,  as  evidenced  by  the  formation 
of  a  thin  sheet  of  cells  covering  the 
concave  bottom  of  the  tube.  For  exam- 
ple, if  complete  agglutination  is  pro- 
duced througrh  tube  8  (a  dilution  of 
1:640  of  antigen),  the  antigen  would  be 
said  to  titer  640,  the  reciprocal  of  the 
dilution. 

(z)  Specificity  of  HA  antigen  should 
be  determined  by  conducting  HI  tests 

with  specific  chicken  sera  of  variable 
HI  titers.  Specific  turkey  sera  of  vary- 
ing HI  titers  should  be  used  if  turkey 
sera  is  also  to  be  tested. 
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TABUS  2  Hemagglutination  Inh.ibition  (HI)  Test: 
 Tube  Mo.  


1« 

2 

3  ... 

9 

10 

PBS 

0.8 

0 

0 

0 

0 

0.5 

8-wiit  antigen 

0 

0.5 

0 

0 

0 

0 

4-unit  antigen 

0 

0 

0.5 

0.5 

0.5 

0.5 

0 

TB8t  aum 

0.2 

0 

0 

0 

0 

0 

0 

Transfer 

0.5-» 

0.5-» 

0.5— 

•...-^  0.5—^ 

0.5-^ 

0.25%  BBC 

0.5 

0.5 

0.5 

0.5 

0.5 

0.5 

0.5 

Sertin  dilution 

US 

IslO 

lt20 

...  1:640 

1:1280 

1:2560 

^  Tube  1.   Sesun  control. 
^  Tube  11.   ns/teC  control. 
^  Discard  0.5  nl. 

TOBLB  3  Antigen  Oontrolt 

Tube  No. 


Reagents  (id.) 

1 

2 

3 

4 

5 

4-unit  antigen 

1.0 

0 

0 

0 

0 

«B 

0 

0.5 

0.5 

0.5 

0.5 

Transfer 

0.5  > 

0.5 — > 

0.5-^ 

0.5 — > 

0.5^- 

0.25%  BBC 

0.5 

0.5 

0.5 

0.5 

0.5 

Dnit  Antigsfv^tube 

4 

2 

1 

V2 

V4 

Results^ 

♦ 

♦ 

•  +  ■  HA;  -  «  no  HA. 

^  Discard  0.5  ml. 


(3)  Reagents  for  mycoplasma  HI  test,  (i) 
EiR-ht-unit  antigen  (Dilution  factor  for 
stock  antigen  is  established  by  dividing 
titer  by  8;  i.e.,  640  antigen  is  diluted 
1:80  In  PBS  to  make  8-imit  antigen.) 

(11)  Four-unit  antigen  (made  by  dilut- 
ing siuplus  8-unit  antigen  1:2  with 
PBS). 

(ili)PBSati}H7.0. 

(iv)  Unknown  test  sernms. 


(v)  Positive  control  serom  of  known 
titer  (shouiii  he  f!'om  the  same  species 
as  the  unknown). 

(vi)  Negative  control  serum  (should 
be  from  the  ^ame  species  as  the  un- 
known). 

(vli)  Solutipn  of  0.25  percent  washed 
RBC's.  I 

(4)  Test  ouflilne.  (i)  Rack  10  chemically 
dean  12x75  nm  tubes  for  each  serum. 
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including  controls,  to  be  tested.  Iden- 
tify each  row  of  tubes,  and  label  tabes 

in  each  row  1-10.  left  to  right.  In  row  1, 
add  tube  11  for  a  PBS  RBC  control. 

(ii)  Put  0.8  ml  of  PBti  In  tube  1  of 
each  test  row;  pot  0.5  ml  of  8-imit  anti- 
ire  n  in  tube  2  nf  each  test  row;  put  0.5 
ml  of  1-unit  antiti^en  In  each  of  tubes  3- 
10  in  each  test  row;  and  put  0.5  ml  of 
PBS  in  tube  11. 

(iii)  Add  0.2  ml  of  test  serum  to  tube 
1.  This  tube  will  be  the  serum  control 
in  the  test  system. 

(lY)  Mix  and  make  0.5  ml  transfers 
from  tube  1  through  tube  10.  This  will 
result  in  serial  twofold  dilutions  of 
serum  starting  with  1:5  and  ending 
with  1:2560.  Discard  0.5  ml  firom  tube  10. 

(v)  Rack  five  tubes  In  which  to  set  up 
an  antigen  control. 

(vi)  In  tube  1.  put  1.0  ml  of  4-unit 
antigen;  put  0.5  ml  of  PBS  in  tubes  2- 
5. 

(vii)  Make  0.5  ml  serial  transfers 
from  tube  1  through  tube  5,  changing 
pipettes  after  each  transfer.  Discard  0.5 
ml  from  tube  5.  This  will  result  in  a  se- 
ries of  tubes  respectively  containing  4, 
2, 1,  y2,  and  Vt  units  of  antigen. 

(Villi  After  20-30  minutes  at  room 
temperature  to  permit  antibody-anti- 


gen reaction,  add  0.5  ml  of  0.25  percent 
washed  RBO*s  to  each  tube.  Shake 

racks  and  incubate  as  for  HA  titration. 

(ix)  In  this  test  system,  positive 
serum  should  inhibit  the  HA  activity  of 
the  antigen,  while  n^rative  serum 
should  have  no  effect.  Inhibition  will 
be  evidenced  by  the  formation  of  a 
free-flowing  bottom  of  cells  in  the 
botton  of  the  tube.  The  titer  of  the 
serum  can  be  calculated  as  the  recip- 
rocal of  the  highest  dilution  of  serum 
that  produces  complete  HI.  Controls 
Should  read  as  follows: 

(A)  Serum  control  (tube  1).  Cells 

should  settle  out. 

(B)  PBS/ RBC  control  (tube  11>.  Cells 
should  settle  out. 

(C)  Antigen  control.  HA  in  tubes  1-8. 
Cells  should  settle  out  in  tubes  4-5. 

(D)  Positive  and  negative  serum  con- 
trol. Positive  control  should  inhibit  to 
its  known  titer;  negative  control 
should  have  no  inhibitory  effect. 

(X)  With  this  test  system  and  4  units 
of  antigen,  HI  titers  of  80  or  above  are 
considered  positive  and  titers  of  40  are 
strongly  suspicious.  However,  titers  of 
10  or  20  are  usually  negative.  Sample 
test  results  are  lllnstrated  in  Table  4  in 
this  paragraph. 


Table  4.— Sample  Results  of  HI  Tests 

[Tube  and  Serum  Dilution] 


1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

1:5 

1:10 

1  20 

1:40 

1:80 

1:160 

1  320 

1:640 

11280 

1:2560 

+ 

♦ 

♦ 

♦ 

♦ 

* 

♦ 

SeiumB(H1 1:40) 

♦ 

•f 

+ 

+ 

SMwnC  (H1 1:160)  .... 

♦ 

♦ 

8MumD(HI1:20)   

+ 

+ 

♦ 

♦ 

+ 

+,  HA. 

-,  no  HA  or  HI. 


(zl)  If  serological  results  from  agglu- 
tination tests  complemented  by  the  HI 
test  are  inconclusive,  cultural  exam- 
ination, bio-assay,  or  retestin?  of  sam- 
ples after  an  interval  of  at  least  21  days 
may  be  indicated. 

(e)  Procedure  for  mycolpltuma 
hemagglutination  inhibition  tests  using 
microtiter  technique — (1)  Procedure  No.  1. 
The  microtiter  mycoplasma  HI  test 
was  developed  from  the  tube  HI  test  de- 
scribed in  1147.7(d).  Refer  to  these  pro- 
cedures for  preparation  of  materials 
not  listed  below. 


(i)  Materials  needed.  (A)  Microtiter 
equipment  (minimal):  i.e.,  microplates, 
microdiluters,  mloropipettes,  go-no-go 

diluter  delivery  tester.  (0.05  m\y 

(B)  Phosphate-buffered  saline  (PBS). 

(C)  Reagents  from  NVSL;  i.e.,  HA 
antigen  and  negative  and  positive 
titered  sera  for  the  mycoplasma  to  be 
tested . 

(D)  Homolos'ous  red  blood  cells 
(RBC's)  suspension  0.5  percent  (2  ml  of 
25  percent  RBO*b  to  98  ml  of  PBS)  ob- 
tained from  birds  free  of  the  myco- 
plasma to  be  tested.  (See  paragraphs 
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(d)(l)(ii)  through  (v)  of  this  section  for 
preparation  of  RBC's.) 

(ii)  Microliter  hemagglutination  (HA) 
antigen  titration.  (A)  Mark  off  two  rows 
of  10  wells  each  for  antigen  titer  (HA  is 
done  in  duplicate). 

(B)  Mark  last  well  in  each  row  for 
oell  controls. 

(G)  Prepare  in  small  test  tube  (12x75 
mm)  a  starting  dilution  of  antigen  by 
combininer  0.1  ml  antigen  witli  0.9  ml 
PBS.  This  is  a  1:10  dilution. 

(D)  Add  0.05  ml  PBS  to  all  weUs,  in- 
cluding cell  controls. 

(E)  Add  0.05  ml  antigen  (1:10  dilution) 
with  diluters  to  the  first  well  in  both 
rows,  mix  thoroughly,  transfer  diluter 
to  second  well  of  each  row  and  mix, 
continuing  through  the  10th  well  of 
each  row.  With  mixture  in  diluter  from 
last  well,  check  diluter  on  go-no-go 
card,  then  place  diluter  in  distilled 
water.  If  diluter  checks  out.  antigen  di- 
lution will  be  1:20.  1:40.  1:80,  1:160,  1:320, 
1:640.  1:1280.  1:2560,  1:5120. 

(F)  Add  0.05  ml  of  0.5  percent  RBC 
suspension  to  all  wells  nsing  a  0.05 
dropper. 

(G)  Seal  plate  (if  plate  is  to  be  held 
over  2  hours);  shake  and  allow  to  stand 
at  room  temperature  until  cells  in  cell 

control  gather  in  compact  button.  The 
titer  is  the  highest  dilution  in  which 
agglutination  is  complete.  The  dilution 
contains  1  HA  unit  in  0.06  ml. 

(H)  Prepare  a  dilution  of  antigen 
which  contains  8  HA  units  in  0.05  ml. 
Elxample:  if  the  antigen  titer  is  1:640, 
then  that  dilution  contains  1  HA  unit 
per  0.05  ml.  Then  64O^-8=B0.  or  a  dilution 
of  1:80  containing^  8  HA  units.  Or 
640+4=160,  a  dilution  of  1:160  containing 
4  HA  units  per  0.05  ml. 

(iii)  Microtiter  HI  test,  (A)  Prepare  two 
dilutions  of  antigen,  one  containing  8 
HA  units  per  0.05  ml  and  one  con- 
talnlng  4  HA  nxiita  per  0.06  ml.  The  4- 
unit  antigen  can  be  prepared  from  the 
8-unit  antigen  by  mixing  with  equal 
parts  of  PBS. 

(B)  Mark  off  one  row  of  8  wells  for 
each  test. 

(C)  Prepare  a  1:5  dilution  of  each  sera 
to  be  tested  in  a  small  test  tube  (12x75 
mm):  0.1  ml  serum  plus  0.4  ml  PBS  or 
0.05  ml  serum  plus  0.20  ml  PBS. 

(D)  Add  0.05  ml  PBS  with  the  0.05  ml 
dropper  to  the  first  well  in  each  row. 


(E)  Add  0  05  ml  of  8-unit  antigen  to 

well  2  in  each  row. 

(F)  Add  0.05  ml  of  4-unit  antigen  to 
well  3  through  8  for  each  row. 

(G)  For  each  serum  to  be  tested,  load 
0.05  ml  diluter  with  1:5  dilution  a.?  pre- 
pared in  paragraph  (iii)  above  and  place 
in  first  well  of  row. 

(H)  Mix  well  and  transfer  loaded  di- 
luter to  well  2.  Continue  serial  twofold 
dilutions  thi'ough  well  number  8. 

(D  Well  1  (serum  dilution  of  1:10)  Is 
serum  control.  Well  2=1:20  dilution: 
well  3=1:40  dilution;  well  4=1:80  dilu- 
tion; well  5=1:160  dilution;  well  6=1:320 
dilution;  well  7sl:0i0  dilution;  and  well 
8=1:1280  dilution. 

(J)  Antigen  control.  (1)  Mark  off  6 
wells  for  antigen  controls. 

(2)  Add  0.05  ml  PBS  to  wells  2.  3.  4,  5, 
and  6. 

(  ?)  Add  0.05  ml  8-unit  antigen  to  wells 

1  and  2. 

(4)  With  empty  diluter.  mix  contents 
of  well  2.  Continue  serial  twofold  dilu- 
tions through  well  6. 

(5)  Well  1  contains  8  units;  well  2  con- 
tains 4  units;  well  3  contains  2  units; 
well  4  contains  1  unit;-  well  5  contains 
%unit;  and  well  6  contains  ^  'i  unit. 

(6)  Mark  off  two  wells  for  cell  con- 
trols and  add  0.05  ml  PBS  to  each. 

(7)  After  20-80  minutes  at  average 
room  temperature  (20°-23°C)  to  permit 
antibody-antigen  reaction,  add  0.05  ml 
of  a  0.5  percent  suspension  of  RBC's  to 
all  wells. 

(8)  Seal  all  wells  (if  wells  are  to  be 
held  over  2  hours).  Shake  the  plate 
thoroughly. 

(9)  Incubate  at  room  temperature  for 
30-45  minutes. 

(K)  Interpretation:  The  HI  titer  is  the 
highest  serum  dilution  exhibiting  com- 
plete inhibition  of  hemagglutination  as 
indicated  by  flowing  of  cells  when  the 
plate  is  tilted.  Serum  havincr  a  titer  of 
1:80  or  greater  is  considered  positive.  A 
titer  of  1:40  or  1:20  is  suspicious. 

(2)  Procedure  No.  2.  Purpose:  To  test 
for  antibodies  to  avian  mycoplasma  by 
hemagglutination  inhibition  cHl>.  The 
test  uses  the  constant  antigen,  titered- 
sera  method  for  measuring  antibodies 
to  M.  gallisepticumt  M.  synoviaep  or  Af. 
meleagridis. 

(i)  Matertais  needed-(A)  M, 
galUsepficum.  M.  synovioe,  KDiSJOT  M. 
meleagridis  HI  antigens. 
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(B)  PoBitiTe  and  n^ative  control 

sera. 

(C)  Phosphate  buffered  saline  (.PBS). 

(D)  Mlcrotiter  plates,  96-well,  U-bot- 
tom. 

(E)  12-channel  pipettor  (Titerek). 

(F)  50  ^iL  pipettor  (Pipetman  P200). 

(G)  Pipette  tips. 

(H)  0.6  percent  homoloirons  red  blood 

cells  (RBC's)  in  PBS  (use  RB0*8  ftom 
the  same  species  being  tested). 

(I)  Plate-sealing  tape. 
(J)  Mirrored  plate  reader. 

(ii)  MicToUter  hemagglutination  antigen 
(HA)  titration.  (A)  Perform  standard 
hemagglutination  test  (HA)  on  myco- 
plasma antigen  to  determine  titer  of 
antUren. 

(1)  Dispense  50  nL  of  PBS  into  each 
well  of  3  rows  of  a  96-well  mlcrotiter 

plate. 

(2)  Dispense  50  |iL  of  stock  antigen 

into  the  wells  of  2  rows. 

I  j*)  Perform  serial  two-fold  dilutions 
(60  ^L)  using  a  12-channel  pipettor.  The 
dilution  series  will  be  from  1:2  to  1:4096. 

(4)  Add  50  of  0.5  percent  homolo- 
g'ous  RRC's  to  each  well  of  all  3  rows. 
The  row  with  no  antigen  serves  as  an 
BBC  control. 

(B)  Incubate  at  room  temperature 
(approximately  30  minutes)  until  the 
control  RBC's  give  tight  buttons.  The 
HA  titer  is  read  as  the  last  well  to  give 
a  complete  lawn  (hemagglutination). 

(C)  Dilute  stock  antigen  to  4  HA 
units  for  the  HI  test.  The  dilution  re- 
quired to  give  4  HA  units  is  calculated 
by  dividing  the  stock  antigen  HA  titer 
by  8.  (Example:  1:320  HA  units  +  8  =  40, 
dilute  stock  antigen  1:40.) 

(iii)  Hemagglutination  inhibition  assay. 
(A)  Label  one  column  (A  to  H)  of  a  96- 
well.  U-bottom  mlcrotiter  plate  for 
each  sample,  each  positive  and  nega- 
tive control  sera,  antigen 
baoktitration,  and  RBC  control. 

(B)  Add  40  of  PBS  to  the  top  row 
of  wells  (row  A)  of  the  plate. 

(C)  Add  25  of  PBS  to  all  remaining 
wells  of  the  plate. 

(D)  Add  10  |jL  of  each  test  sera  to  well 
A  of  each  column  (making  a  1:5  sera  di- 
lution). 

(B)  Serially  dilute  25  |iL  from  well  A 

through  H  using  a  12-cliannel  pipettor. 
Discard  the  final  25  )lL.  Row  A  = 
1:5.. .row  H  =  1:640. 


(F)  With  an  Oxford  doser.  add  25  ^iL  of 
4  HA  unit  antigen  to  wells  B  through 
H.  Well  A  serves  as  sera  control. 

(Or)  Prepare  an  antigen  baoktitration 
by  adding  25  \iL  of  PBS  to  each  well  of 
one  column.  Add  25  of  diluted  anti- 
gen to  well  A  and  serially  dilute  25  iiL 
from  wells  A  to  D.  This  prepares  1:2, 
1:4,  1:8.  and  1:16  dilutions,  at  is  rec- 
ommended that  the  antigen  control 
baoktitration  be  performed  before  the 
diluted  antigen  is  used  in  the  assay.  Di- 
lution problems  could  be  detected  and 
corrected  before  the  inappropriately  di- 
luted antigen  is  used  in  the  assay,* 

(H)  Leave  a  column  of  wells  blank  lor 
an  RBC  control. 

(!)  Agitate  gently  and  incubate  for  80 
minutes  at  room  temperature. 

(J)  Add  50  nh  of  0.5  percent  RBC's  to 
all  wells.  Note:  Do  not  agitate  alter 
RBC's  have  been  added  (agitation  nay 
result  in  false  positive  reactions  by 
causing  the  RBC's  to  fall,  resulting  in 
"false"  buttons). 

(K)  Cover  the  plate  with  sealing  tape. 
Incubate  at  room  temperature  for  30 
minutes  or  until  control  RBC's  give  a 
tight  button. 

(L)  Read  the  reaction  on  a  mirrored 
plate  reader. 

(iv)  Results.  (A)  The  titer  is  reported 
as  the  reciprocal  of  the  last  dilution  to 
give  a  tight  button  of  RBC*s.  The  final 
dilution  .scheme  includes  the  antigen  in 
the  dilution  calculation  and  is  as  fol- 
lows: B=l:20,  C=l:40,  D=l:80,  K=l:160, 
F=l:320,  0=1:640,  Hsl:l,280. 

(B)  For  the  assay  to  be  valid: 

(I)  The  positive  control  sera  must 
give  a  result  within  one  dilution  of  the 
previously  determined  titer. 

(2)  The  negative  control  sera  must  be 
negative. 

(3)  The  backtitration  of  the  antigen 
must  be  1:4  or  1:8. 

(4)  The  RBC  control  must  give  tight, 

non-hemol3rzed  buttons. 

(5)  Sera  controls  (well  A  of  each  test 
sera)  must  not  have  non-specific  agglu- 
tination or  hemolysis.  If  negative,  re- 
port as  "negative  with  non-specific  ag- 
glutination or  non-specific  hemolysis" 
or  "unable  to  evaluate  due  to  non-spe- 
cific agglutination  or  hemolsrsis'*  or 
treat  the  serum  to  remove  the  non-spe- 
cific agglutination  and  repeat  the  test. 
(See  paragraph  (e)(2)(v)  of  this  section.) 
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(v)  Treatment  to  remove  non-specific  ag- 
glutination— (A)  Purpose.  Treatment  of 
serum  to  remove  non-specific  aggluti- 
nation that  is  interfering  with  HI  as- 
says. 

(B)  Specimen.  Rerum. 

(C)  Materials.  Homologous  RBC's 
(chicken  or  turkey),  50  percent  solution 
PBS,  oentriftige,  incnhator,  4C  (refrig- 
erator"). 

(D)  Procedure,  il)  Prepare  a  1:5  dilu- 
tion of  test  serum  by  adding  50  of 
serum  to  200  |iL  of  PBS. 

(2)  Prepare  a  50  percent  solution  of 
RBC's  by  adding  equal  volnmes  of 
packed  RBC  s  to  PBS.  Mix  well. 

{3)  Add  25  jiL  of  50  percent  RBC  solu- 
tion to  the  serum  dilutions. 

(4)  Vortex  gently  to  mix. 

(5)  Incubate  at  4  C  for  1  hour. 

{6)  Centrifug-e  to  pellet  the  RBCs. 

(7)  Use  the  supernatant  to  perform 
the  HI  assay.  Modify  the  dilution 
scheme  in  the  assay  to  consider  the  ini- 
tial 1:5  dilution  prepared  in  the  treat- 
ment. For  the  1:5  dilution  scheme,  do 
not  add  PBS  to  row  A.  Add  60  of  the 
1:5  treated  supernatant  to  row  A.  Seri- 
ally dilute  25  ^iL  from  rows  A  through 
H.  This  prepares  a  serum  dilution  of 
1:10  through  1:040  in  rows  B  through  H. 

[49  FR  19803,  May  10.  1964,  as  amended  at  87 

FR  57342.  Dec.  4.  1992;  59  FR  12799.  Mar.  18. 
Id94;  63  FR  3,  Jan.  2.  1998;  67  FR  8469.  Feb.  25. 
20021 

§147.8    Procedures  for  preparing  egg 
yolk  samples  for  diagnostic  tests. 

The  following  testing  provisions  may 
be  used  for  retaining  the  classification 
U.S.  M.  Galliseptioum  Clean  under 
§145.23(c)(l)(ii)(C)  and 
§145.33Cc)(l)Ui)(C),  and  for  retaining  the 
classification  U.S.  M.  Synoviae  Clean 
under  §145.23(e)(l)(ii)(&)  and 
S145.33(e)(l)(il)(6)  of  this  chapter. 

(a)  Under  the  supervision  of  an  Au- 
thorised Agent  or  State  Inspector,  the 
eggs  which  are  used  in  egg  yolk  testing 
must  be  selected  from  the  premises 
where  the  breeding  flock  is  located, 
must  include  a  representative  sample 
of  30  eggs  collected  from  a  single  day's 
production  from  the  flock,  must  be 
identified  as  to  flock  of  origin  and  pen, 
and  must  he  deliyered  to  an  authorised 
laboratory  for  preparation  for  diag- 
nostlc  testing. 


(b)  The  authorized  laboratory  must 
identify  each  egg  as  to  the  breeding 
flock  and  pen  from  which  it  originated, 
and  maintain  this  identity  through 
each  of  the  following: 

(1)  Crack  the  egg  on  the  round  end 
with  a  blunt  Instrument. 

(.2)  Place  the  contents  of  the  egg  in 
an  open  dish  (or  a  receptacle  to  expose 
the  yolk)  and  prick  the  yolk  with  a 
needle. 

(3)  Using  a  1  ml  syringe  without  a 
needle,  aspirate  0.5  ml  of  egg  yolk  from 
the  opening  i^  the  yolk. 

(4)  Dispense  the  yolk  material  in  a 
tube.  Aspirate  and  dispense  0.5  ml  of 
PBS  (phosphate-buffered  saline)  into 
the  same  tube,  and  place  in  a  rack. 

(5)  After  all  the  eggs  are  sampled, 
place  the  rack  of  tubes  on  a  vortex 
shaker  for  30  seconds. 

(6)  Centrifuge  the  samples  at  2500 
RPM  (lOOOxg)  for  80  minutes. 

(7)  Test  the  resultant  supernatant  for 
M.  gallisepticum  and  M.  synoviae  by 
using  test  procedures  specified  for  de- 
tecting IgG  Imtlbodies  set  forth  for 
testing  serum  in  §147.7  (for  these  tests 
the  resultant  supornatant  would  be 
substituted  for  serum);  except  that  a 
single  1:20  dilution  hemagglutination 
inhibition  (HI)  test  may  be  used  as  a 
screening  test  in  accordance  with  thB 
procedures  set  forth  in  §147.7. 

Note.  For  evaluatine:  the  test  results  of 
any  egg  yolk  test,  it  should  be  remembered 
that  a  1:3  dilutioii  of  the  yolk  in  saline  was 
made  of  the  original  qwdmoi. 

[50  FR  19800,  May  13,  1986;  88  FR  8,  Jan.  2, 

1988J 

§147.9   Standard  test  piooediires  for 
avian  infliiff>nz«. 

(a)  The  agar  gel  Immunodiffusion 
(AGID)  test  should  be  considered  the 
basic  screening  test  for  antibodies  to 
Type  A  influenza  viruses.  The  AGID 
test  is  used  to  detect  circulating"  anti- 
bodies to  Type  A  influenza  group-spe- 
cific antigens,  namely  the 
rlbonucleoproteiii  iRNP)  and  matrix 
(M)  proteins.  Therefore,  this  test  will 
detect  antibodies  to  all  influenza  A  vi- 
ruses, regardless  of  subt3n!>e.  The  AOID 
test  can  also  be  used  as  a  group-specific 
test  to  identify  isolates  as  Type  A  in- 
fluenza viruses.  The  method  used  is 
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similar  to  that  described  by  Beard.** 
The  basis  for  the  AGID  test  is  the  con- 
cnrrent  mlgratioii  of  aatiflfeii  And  uiti- 
bodies  toward  each  other  through  an 
agar  gel  matrix.  When  the  antigen  and 
specific  antibodies  come  in  contact, 
they  combine  to  form  a  precipitate 
that  is  trapped  in  the  gel  matrix  and 
produces  a  visible  line.  The  precipitin 
line  forms  where  the  concentration  of 
antigen  and  antibodies  is  opfttmum. 
Differences  in  the  relative  concentra- 
tion of  the  antigen  or  antibodies  will 
shift  the  location  of  the  line  towards 
the  well  with  the  lowest  concentration 
or  result  in  the  absence  of  a  precipitin 
line.  Electrolyte  concentration,  pH, 
temperature,  and  other  variables  idso 
affect  precipitate  formation. 
(1)  Materials  needed. 

(1)  Refrigerator  (4  °C). 

(ii)  Free2er(~20«C). 

(iii)  Incubator  or  airt^ht  container 
for  room  temperature  (approximately 
25  °C)  incubations. 

(iv)  Antoolave. 

(V)  Hot  plate/stlrrer  and  magnetic 

stir  bar  (optional), 
(vi)  Vacuum  pump. 

(▼11)  Microscope  Illuminator  or  other 
appropriate  light  source  for  viewing  re- 
sults. 

(viii)  Immunodiffusion  template  cut- 
ter, seven-well  pattern  (a  center  well 
surrounded  by  six  evenly  spaced  wells). 
Wells  are  5.3  mm  in  diameter  and  2.4 
nun  ajMtrt. 

(iz)  Top  loading  balance  (capable  of 
measuring  0.1  gm  differences). 

(X)  Pipetting  device  capable  of  deliv- 
ering 5(Hil  portions. 

(xi)  Conmion  laboratory  supplies  and 
glassware — Erlenmeyer  flasks,  grad- 
uated cylinders,  pipettes,  100  x  15  mm 
or  00  X 15  mm  petri  dishes,  flexible  vac- 
uum tubing,  side-arm  flask  (500  mL  or 
larger),  and  a  12-  or  14-gauge  blunt- 
ended  cannula. 

(2)  Reagents  needed. 

(i)  Phosphate  buffered  saline  (PBS). 
O.OIM,  pH  7.2  (NVSL.  media  #30054  or 
equivalent). 

(11)  Agarose  (Tjrpe  II  Medium  grade, 
Sigma  Chemical  Co.  Cat.#  A-«877  or 
equivalent). 


*Beard.  C.W.  Demonstration  of  tsrpe-epe- 

cific  Influenza  antibody  in  mammalian  and 
avian  sera  by  immunodiffusion.  Bull.  Wld. 
mth.  Org.  42:779-785. 1970. 


(iii)  Avian  influenza  AGID  antigen 
and  positive  control  antiserum  ap- 
proved by  the  Department  and  the  Olll- 
cial  State  Agency. 

(iv)  Strong  positive,  weak  positive, 
and  negative  control  antisera  approved 
by  the  Department  and  the  Official 
State  Aerency  (negative  control 
antisera  optional). 

(3)  Preparing  the  avian  influema  AGID 
agar.  (1)  Weigh  9  gm  of  agarose  and  80 
gm  of  NaCl  and  add  to  1  liter  of  PBS 
CO.Ol  M,  pH  7.2)  in  a  2  liter  Erlenmeyer 
flask. 

(11)  To  mix  the  agar,  either: 

(A)  Autoclave  the  mixture  for  10  min- 
utes and  mix  the  contents  by  swirling 
after  removing  from  the  autoclave  to 
ensure  a  homogeneous  mixture  of  In- 
grredients:  or 

(£)  Dissolve  the  mixture  by  bringing 
to  a  boil  on  a  hot  plate  using  a  mag- 
netic stir  bar  to  mix  the  contents  in 
the  flask  while  heating.  After  boiling, 
allow  the  agar  to  cool  at  room  tem- 
perature (approximately  25  *0)  for  10  to 
15  minutes  before  dispensing  Into  petrl 
plates. 

(iii)  Agar  can  be  dispensed  into  small 
qnantlUee  (dally  working  volumes)  and 

stored  in  airtight  amtainers  at  4  °C  for 
several  weeks,  and  melted  and  dis- 
pensed into  plates  as  needed. 

No'rE:  Do  not  use  agar  if  microbial  oon- 
taxnination  or  precipitate  Is  observed. 

(4)  Perform^  the  AGID—(i)  Detection 

of  serum  antibodies. 

(A)  Dispense  15  to  17  mL  of  melted 
agar  into  a  100  x  15  mm  petri  plate  or 
5  to  6  mL  agar  into  a  00  x  15  mm  petrl 
plate  using  a  25  mL  pipette.  The  agar 
thickness  should  be  approximately  2.8 

(B)  Allow  plates  to  cool  in  a  rel- 
atively dust-free  environment  with  the 
lids  off  to  permit  the  escape  of  water 
vapor.  The  lids  should  be  left  off  for  at 
least  15  minutes,  but  not  longer  than  80 
minutes,  as  electrolyte  concentration 
of  the  agar  may  change  due  to  evapo- 
ration and  adversely  affect  formation 
of  precipitin  lines. 

note:  Plates  Should  be  used  within  24 
hours  after  they  are  poured. 

(C)  Record  the  sample  identification, 
reagent  lot  numbers,  test  date,  and 
identification  of  personnel  performing 
and  reading  the  test. 
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(D)  Using  the  template,  cut  the  acrar 
after  It  has  hardened.  Up  to  seven  tem- 
plate patterns  can  be  cut  in  a  100x15 
mm  plate  and  two  patterns  can  be  cat 
in  a  60-^15  mm  plate. 

(E)  Remove  the  agar  plugs  by  aspira- 
tion with  a  12-  to  14-gauge  cannula  con- 
nected to  a  (Edde  arm  flask  with  a  piece 
of  silicone  or  ruhher  tubing  that  is  con- 
nected to  a  vacuum  pump  with  tubing. 
Adjust  the  vacuum  so  that  the  agar 
surrounding  the  wells  is  not  disturbed 
when  removing  the  plugs. 

(F)  To  prepare  the  wells,  either: 

(1)  Place  50  ^1  of  avian  influenza 
AGID  antigen  in  the  center  well  using 
a  micropipette  with  an  attached  pi- 
pette tip.  Place  50  ^1  AI  AGID  positive 
control  antiserum  In  each  of  two  oppo- 
site wells,  and  add  50  \i\  per  well  of  t>  si 
sera  in  the  four  remaining  wells.  This 
arrangement  provides  a  positive  con- 
trol line  on  one  side  of  the  test  serum, 
thus  providing  for  the  development  of 
lines  of  identity  (see  figure  1 );  or 

U)  Place  50  yd  AI  AGID  positive  con- 
trol antiserum  in  each  of  three  alter- 
nate peripheral  wells,  and  add  60  ^1  per 
well  of  test  sera  in  the  three  remaining 
wells.  This  arrangement  provides  a 
positive  control  line  on  each  side  of  the 
test  serum,  thus  providing  for  the  de- 
velopment of  lines  of  identity  on  both 
sides  of  each  test  serum  (see  figure  2). 

Note:  A  pattern  can  be  included  with  posi- 
tive, weak  positive,  aad  negative  reference 

serum  in  the  test  sera  wells  to  aid  in  the  in- 
terpret <iMun  of  results  (see  riRure  3). 

(G)  Cover  each  plate  after  filling  all 
wells  and  allow  the  plates  to  incubate 
for  24  hours  at  room  temperature  (ap- 
proximately 25  °C)  in  a  closed  chamber 
to  prevent  evaporation.  Humidity 
should  be  provided  by  placing  a  damp 
paper  towel  in  the  incubation  chamber. 


Note:  Temperature  changes  during  mi- 
gration may  lead  to  artifacts. 

(ii)  Interpretation  of  test  results.  (A) 
Remove  the  lid  and  examine  reactions 
from  above  by  placing  the  plate(s)  over 
a  black  background,  and  illuminate  the 
plate  with  a  light  source  directed  at  an 
angle  from  below.  A  microscope  illu- 
minator works  well  and  allows  for 
varying  intensities  of  light  and  posi- 
tions. 

(B)  The  type  of  reaction  will  vary 
with  the  concentration  of  antibody  in 
the  sample  being  tested.  The  positive 

control  serum  line  is  the  basis  for  read- 
ing the  test.  If  the  line  is  not  distinct, 
the  test  is  not  valid  and  must  be  re- 
peated. The  following  types  of  reac- 
tions are  observed  (see  figure  3): 

(1)  Negatwe  reaction.  The  control  lines 
continue  into  the  test  sample  well 
without  bending  or  with  a  slight  bend 
away  from  the  antigen  well  and  toward 
the  positive  control  serum  well. 

(2)  Punitive  reaction.  The  control  lines 
join  with,  and  form  a  continuous  line 
(line  of  identity)  with,  the  line  between 
the  test  serum  and  antigen.  The  loca- 
tion of  the  line  will  depend  on  the  con- 
centration of  antibodies  in  the  test 
serum.  Weakly  positive  samples  may 
not  produce  a  complete  line  between 
the  antigen  and  test  serum  but  may 
only  cause  the  tip  or  end  of  the  control 
line  to  bend  inward  toward  the  test 
well. 

(3)  Xon-specific  lines.  These  lines  or^ca- 
sionally  are  observed  between  the  anti- 
gen and  test  serum  well.  The  control 
lines  will  pass  through  the  non-specific 

line  and  continue  on  into  the  test 
serum  well.  The  non-specific  line  does 
not  form  a  continuous  line  with  posi- 
tive control  lines. 
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Figure  1. — Immunodiffwion  test  that  uses  AIAGID  antigen  in  the  center  well; 
Al'positive  control  serum  in  wells  A  and  D;  and  Al^negattve  test  serum  in 
wells    C,  E,  and  F. 


Figure  2. — Immunodiffiision  test  that  has  AIAGID  antigen  in  the  center  well; 

Al-positive  control  serum  in  wells  A,  C,  and  E;  and  Al-negative  test  serum 
in  wells  B,  D,  and  F. 
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Figure  3,— -Immunodiffusion  test  that  has  AIAGID  antigen  in  the  center  well; 
Al-positive  control  serum  in  wells  A,  C,  andE;  Al-negative  test  serum  in 
well  B;  Al'positive  test  serum  in  well  D;  and  weak  positive  test  serum  in 

well  F. 


(b)  The  enzyme-linked 

immunosorbent  assay  (ELISA)  may  be 
used  as  a  screeningr  test  for  avian  influ- 
enza. Use  only  federally  licensed 
ELISA  kits  and  follow  the  manufactur- 
er's instructions.  All  ELLSA-positive 
serum  samples  must  be  confirmed  with 
the  AGID  test  condncted  In  accordance 
with  paragrapih  (a)  of  this  section. 

[66  FR  8019.  Feb.  17.  2000] 

Subpart  B— Bacteriological 
Examination  Procedure 

§147.10  Laboratory  procedure  rec- 
ommended for  the  bacteriological 
examination  of  egg-tvpe  breeding 
flocks  with  sabnmMUa  enteritldis 
positive  environinento. 

Birds  selected  for  bacteriolog-ical  ex- 
amination from  egg-type  breeding 
flocks  positive  for  Salmonella  enteritidis 
after  environmental  monitoring  should 
be  examined  as  described  in  §  147.11(a) 
of  this  subpart,  with  the  following  ex- 
ceptions and  modifications  allowed  due 


to  the  high  number  of  birds  required 
for  examination: 

(a)  Except  when  visibly  pathological 

tissues  are  present,  direct  culture, 
§  147.11(a)(1)  of  this  subpart,  may  be 
omitted;  and 

(b)  Enrichment  culture  of  organ  (non* 

intestinal)  tissues  using  a  non-  selec- 
tive broth,  §i  i7.U(a)(2)  of  this  subpart, 

may  be  omitted. 

[59  FR  12801.  Mar.  18. 1994] 

S  147.11    Laboratory     procedure  rec- 
ommended for  the  bacteriological 
ition  of  salmonella. 


(si)  For  egg-  and  meat-type  ckickena, 
waterfowl,  exhibition  poultry,  and  game 
birds.  All  reactors  to  the  Pullorum-Ty- 
phoid  tests,  up  to  25  birds,  and  birds 
from  SatnonetUi  enteritidis  (SE)  positive 
environments  should  be  cultured  in  ac- 
cordance with  both  the  direct  (para- 
graph (a)(1))  and  selective  enrichment 
(paragraph  (a)(2))  procedures  described 
tn  this  section.  Careful  aseptic  tech- 
nique should  be  used  when  collecting 
all  tissue  samples. 
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(1)  Direct  culture  (refer  to  illustra- 
tion 1).  Qrossly  normal  or  diseased 

liver,  heart,  pericardial  sac,  spleen, 
lung,  kidney,  peritoneum,  gallbladder, 
oviduct,  misshapen  ova  or  testes,  in- 
flamed or  unabsorbed  yolk  sac,  and 
other  visibly  pathological  tissues 
where  purulent,  necrotic,  or  prolif- 
erative lesions  are  seen  (including 
cysts,  abscesses,  hypopyon,  and  in- 
flamed serosal  surfaces)  should  be  sam- 
pled for  direct  culture  using  either 
flamed  wire  loops  or  sterile  swabs. 
Since  some  strains  may  not  dependably 
survive  and  grow  In  certain  selective 
media,  inoculate  non-selective  plates 
(such  as  blood  or  nutrient  agar)  and  se- 
lective plates  (such  as  MacConkey 
[MAC]  and  brilliant  green  novobiocin 
[BGNJ  for  pullorum-typhoid  and  MAC, 
BGN.  and  xylose-lysine-tergitol  4  [XLT 
4]  for  SE).  After  Inoculating  the  plates, 
pool  the  swabs  from  ttie  various  organs 
into  ;i  tube  of  non-selective  broth  (such 
as  nutrient  or  brain-heart  infusion). 
Refer  to  Illustration  1  for  rec- 
ommended bacterloloerical  recovery 
and  identification  procedures."  Proceed 
immediately  with  collection  of  organs 
and  tissues  for  selective  enrichment 
culture. 

(2)  Selective  enrichment  culture 
(refer  to  illustration  1).  Collect  and 
culture  organ  samples  separately  from 
Intestinal  samples,  with  intestinal  tis- 
sues collected  last  to  prevent  cros.s- 
contamination.  Sampk\s  from  the  fol- 
lowing organs  or  sites  should  be  col- 
lected for  culture  In  selective  enrich- 
ment broth: 

(i)  Heart  (apex,  pericardial  sac,  and 
contents  if  present); 

(11)  Liver  (portions  exhibiting  lesions 
or.  in  grossly  normal  organs,  the 
drained  gallbladder  and  adjacent  liver 
tissues); 

(ill)  Ovary-Testes  (entire  Inactive 

ovary  or  testes,  but  if  ovary  is  active, 
include  any  atypical  ova); 

(iv)  Oviduct  (if  active,  include  any 
debris  and  dehydrated  ova); 

(v)  Kidneys  and  spleen:  and 


■^Biochfmical  identification  charts  may  be 
obtained  from  "A  Laboratory  Manual  for  the 
Isolation  and  Identification  of  Avian  Patho- 
gens," chapter  2,  Salmonellosis.  Fourth  edi- 
tion, 1998,  American  Association  of  Avian 
Pathol(^8t8.  Inc.,  Kennett  Square,  PA  19348. 


(vi)  Other  visibly  pathological  sites 
where  purulent,  necrotic,  or  prolif- 
erative lesions  are  seen. 

(3)  From  each  bird,  aseptically  col- 
lect 10  to  15  grams  of  each  organ  or  site 
listed  in  paragraph  (a)(2)  of  this  sec- 
tion. Mince,  grind,  or  blend  and  place 
in  a  sterile  plastic  bag.  All  the  organs 
or  sites  listed  in  paragraph  (a)(2)  of 
this  section  from  the  same  bird  may  be 
pooled  into  one  bar.  Do  not  pool  sam- 
ples from  more  than  one  bird.  Add  suf- 
ficient tetrathionate  emlclmient  broth 
to  give  a  1:10  (sample  to  enrlehment) 
ratio.  Follow  the  procedure  outlined  in 
illustration  1  for  the  isolation  and 
identification  of  Salmonella. 

(4)  From  each  bird,  aseptically  col- 
lect 10  to  15  grams  of  each  of  the  fol- 
lowing parts  of  the  digestive  tract: 
Crop  wall,  duodenum,  jejunum  (includ- 
ing renmant  of  yolk  sac),  both  ceca, 
cecal  tonsils,  and  rectum-cloaca. 
Mince,  grind,  or  blend  tissues  and  pool 
them  into  a  sterile  plastic  bag.  Do  not 
pool  tissues  from  different  birds  into 
the  same  sample.  Add  sufficient  tetra- 
thionate enrichment  broth  to  give  a 
1:10  (sample  to  enrichment)  ratio.  Fol- 
low the  procedure  outlined  in  iUoBtac*- 
tlon  1  for  the  isolation  and  Identlfloa- 
tion  of  Salmonella. 

(5)  After  selective  enrichment,  inocu- 
late selective  plates  (such  as  MAG  and 
BGN  for  pullorum-tjrphoid  and  MAC, 
BGN.  and  XLT  4^  for  SE.  Inoculate 
three  to  five  6'u^mane//a-suspect  colo- 
nies from  plates  into  triple  si^ar  Ircm 
(TSD  and  lysine  iron  agar  (LIA)  slants. 
Screen  colonies  by  serological  'i.e., 
serogroup)  and  biochemical  procedures 
(e.g.,  the  Analytical  Profile  Index  for 
Enterobacteriaceae  [API])  as  shown  in 
illustration  1.  As  a  supplement  to 
screening  three  to  five  Salmonella-aua- 
pect  colonies  on  TSI  and  LIA  slants,  a 
group  D  colony  lift  asssy  may  be  uti- 
lized to  signal  the  presence  of  hard-to- 
detect  group  D  Salmonella  colonies  on 
agar  plates. 

(6)  If  the  initial  selective  enrichment 
is  negative  for  Salmonella,  a  delayed 
secondary  enrichment  (DSE)  procedure 
is  used.  Leave  the  telarathlonate-en- 
riched  sample  at  room  temperature  for 
5  to  7  days.  Transfer  1  mL  of  the  cul- 
ture into  10  mL  of  fresh  tetrathionate 
enrichment  broth,  incubate  at  37  0  for 
20  to  24  hours,  and  plate  as  before. 
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(7)  Serogroup  all  isolates  identified  seiog^roup  Dl  isolates.  PhAge-type  all 
as    salmonellae    and    serotype    all    SE  isolates. 


lUustratioii  1 . — Procedure  for  culturing  PuUcurum-Typhoid  reactors  and  birds  fiom  SB-positive 
enviionineDts. 
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inoculate  3  to  5  suspect  colonies  into  TSi  and  LIA  slants 
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1    TSI  and  LIA  reactions 
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1.  Nbn-salaeHveplalBs  such  as  Wood  or  nuHsnl  agar. 

2.  SaUcBve  plates  such  as  MaoConkay,  Brilant  Green  Novobiocin  (B6N)  for  putonmhtyphoid  reactors  and 
MacConkey,  BGN,  and  xylose-lyslne  tergitol  4  (XLT  4)  for  SE 

3    Tetrathionate  enrichment  broth 

4.  Reevaluate  if  epidemiologic,  necropsy,  or  other  information  indicates  the  presence  of  an  unusual 

strain  of  Salmonella. 

5.  If  bioctiemical  identification  and  sarogroup  prooaduraa  are  Jncondusive.  resirealc  original  colony  onto 
noa-saladiva  plaBng  madia  lo  check  for  pwMy.  Hspaattitochanfcal  and  serology  lasts. 


(b)  For  turkeys — (1)  Bacteriological  ex-  eased  liver,  heart,  pericardial  sac. 
amination  of  Salmonella  reactors  and  ne-  spleen,  lung,  kidney,  pancreas,  peri- 
cropsy  specimens.  Orossly  normal  or  dis-    toneum,  drained  gallbladder,  oviduct, 
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Riisahapen  ova,  testes,  inflamed  or 

unahsorbcfl  yolk  sac.  and  other  visibly 
pathological  tissues  where  purulent, 
necrotic,  or  proliferative  lesions  are 
seen  (inclnding  csrsts,  abscesses, 
hypopyon,  and  inflamed  serosal  sur- 
faces), should  be  directly  cultured  by 
means  of  a  flamed  wire  loop  or  with 
Sterile  swatM.«  Careful  aseptic  tech- 
nique must  be  utilized  throughout  the 
process  of  collecting  tissues.  Selective 
media  should  not  be  relied  upon  to  deal 
with  contaminants,  since  some  strains 
may  not  dependably  survive  and  grow 
in  certain  selective  media.  Inoculate 
veal  infusion  (VI)  and  brilliant  green 
(BG)  agar  plates.  Incubate  the  plates 
for  24  and  48  hours  at  3TC.  The  diges- 
tive system  should  always  be  cultured 
sepai^ately  (see  paragraph  (b)(7)  of  this 
section)  after  other  anatomical  organs 
and  systems  have  been  collected  and 
cultured. 

(2)  Bacteriologic  examination  of  envi- 
ronmental and  other  contaminated  speci- 
mens, (i^  rultnre  a  representative  sam- 
ple of  the  specimen  in  tetrathionate 
Hajna  (TTH)  selective  broth  (TT 
Mneller-Kanfftnann  or  selenite-csrstine 
is  also  acceptable)  as  a  temperature  of 
41^  °C  for  24  hours.  Note:  Do  not  use 
selenite-cystine  if  double  strength 
skim  milk  is  used  as  a  preservative  for 
the  sample. 

(ii)  Inoculate  an  agar  late  of  brilliant 
green  novobiocin  (BON)  and  an  agar 
plate  of  xylose-lysine-tergitol  4  (XLT4), 
incubate  at  37  "C  for  24  hours,  and  re- 
tain culture  tubes  at  room  temperature 
for  6-7  d&ys  for  possible  recnlturlng  of 
the  negative  tubes  using  0.25  ml  in 
TTH. 

(iii)  Inoculate  Salmonella  suspect 
coloniM  to  slants  of  triple  sugar-iron 

(TST)  and  lysine-iron  (LT)  agar  and  in- 
cubate at  37  C  for  24  hours.  Five  col- 
ony picks  pel'  plate  should  be  taken  un- 
less 50  percent  or  more  of  the  plates 
have  SalmoncUa-  like  colonies.  In  that 
case,  the  number  of  picks  may  be  re- 
duced to  three  per  plate.  A  group  D  col- 
ony lift  assay  may  be  utilized  to  signal 


''CuHuro  media  preparation  and  hio- 
chenucal  identification  charts  can  be  ob- 
tained from  Culture  Methods  for  the  Detection 
of  Animal  SalinnvcUosis  and  Ari^fitiosis.  Com- 
mittee on  Salmonellosis  and  Arizonosis. 
AAVLD.  i!»7()  Iowa  State  University  Press. 
Ames.  lA  50010. 


the  presence  of  the  hard-to-detect 
group  D  salmonella  colonies  on  agar 

culture  plates. 

(iv)  Conduct  serologic  screening  of 
cultures  revealing  typical  reactions  of 

SaltJinrtclla  on  TSI  and  LI  a.2rar  slants 
usiHM-  somatic  O-g-roup  antisera  agglu- 
tination or  transfer  lor  further  identi- 
fication to  appropriate  blochemloEd 
tests  such  as:  Dextrose,  lactose,  su- 
crose, mannitol.  maltose,  dulcitol, 
malonate,  gelatin,  urea  broth,  citrate, 
lysine  decarboxylase,  ornithine 
decarboxylase,  methyl  red  and  Voges- 
Proskauer.  KCN.  salicin  broths,  indole, 
and  hydrogen  sulfide.  Motility  or  non- 
motility is  demonstrated  by 
inoculating  a  suitable  semisolid  me- 
dium. The  .Analytical  Profile  Index  API 
20E)9  for  Enterobacteriacea  (APE)  sys- 
tem may  also  be  used  for  ftirther  iden- 
tification if  desired. 

(V)  Serotype  all  Salmonella  group  D 
cultures. 

(3)  The  following  organs  should  be 
aseptically  collected  for  culture: 

(i)  Heart  (apex,  pericardial  sac,  and 
contents  if  present.); 

(ii)  Liver  (portions  exhibiting  lesions 
or.  in  grossly  normal  organs,  the 
di-ained  gallbladder  and  adjacent  Uver 
tissues.); 

(iii)  Ovary-Testes  (entire  inactive 
ovary  or  testes,  but  if  ovary  is  active, 
use  own  judgment  and  include  any 
al^ical  ova.); 

(iv)  Oviduct  (if  active,  include  any 
debris  and  dehydrated  ova.); 

(V)  Pancreas  and  kidneys;  and 
(vi)  Spleen. 

(4)  Aseptically  collect  10-15  g  or 
whatever  lesser  amount  is  availai)le  of 
each  organ  or  site  listed  in  paragraph 
(b)(3)  of  this  section  from  each  reactor, 
and  grind  or  blend  them  completely  in 
10  times  their  volume  of  VI  broth.  Or- 
gans may  be  iirocessed  individually  or 
in  combinations  where  appropriate. 
Suspensions  should  be  transferred  in 
IQ-ml  aliquots  to  100-ml  of  both  VI  and 
tetrathionate  brilliant  f?reen  (TBG) 
broth  and  incuii.i- ,t  t  37  r  for  2i 
hours.  Plate  the  VI  broth  on  VI  and  BG 


"We  use  trade  naine.s  .solely  for  the  purpose 
Of  provldinsr  specific  information.  Mention  of 
a  trade  name  does  not  constitute  a  gruar- 
antee  or  warranty  of  the  product  by  the  U.S. 
Department  of  Agriculture  or  an  endorae- 
ment  over  other  products  not  mentioned. 
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agar  and  plate  the  TBG  broth  on  BG 
agar  and  incubate  at  37  "C.  Examine 
these  plates  after  24  and  48  hours  of  In- 
cubation. The  contents  of  the  gall- 
bladder can  be  cultured  separately  by 
inoculating  10-ml  of  VI  and  TBG  broth 
with  cotton  swabs  and  incubatingr  at  87 
•C  for  24  hours.  Plate  on  BG  agar  and 
Incubate  at  37  ''C.  Examine  these  plates 
after  24  and  48  hours  of  incubation.  If 
contamination  with  pseudomonas  or 
proteus  is  a  problem,  make  platings  on 
BG  sulfapyridine  (BGS)  agar. 

(5)  Where  field  samples  are  directly 
Inoculated  Into  enrichment  broths  and 
a  delay  of  several  days  occurs  before 
they  reach  a  laboratory,  or  if  recovery 
of  low  numbers  or  organisms  is  ex- 
pected from  a  primary  culture,  a  sec- 
ondary enrichment  culture  should  be 
prepared.  Subculture  a  week-old  pri- 
mary culture  by  transferring  1-ml  of 
inoculum  into  a  ITesh  tube  10-ml  of  en- 
richment broth.  This  secondary  enrich- 
ment should  be  Incubated  at  37  °C  for  24 
hours  before  plating.  (See  paragraph 
(b)(1)  of  this  section.)  TBG  broth  is  rec- 
ommended for  this  procedure. 

(6)  Make  a  composite  sample  of  the 
following  parts  of  grossly  normal  or 
diseased  tissues  from  the  digestive 
tract:  Crop  wall,  duodenum,  jejunum 
(including  remnant  of  yolk-sac  attach- 
ment), both  ceca,  cecal  tonsils,  and  rec- 
tum-cloaca. Aseptically  collect  10-15  g 
of  each  organ  or  tissue,  or  whatever 
lesser  amount  is  available,  and  grind  or 
blend  them  completely  in  10  times 
their  volume  ol  TBG  broth.  Transfer 
10-ml  of  a  composite  sample  of  a  sus- 
pension from  the  digestive  tract  into 
100-ml  of  TBG  broth,  and  incubate 
flasks  at  42  ""C  lor  24  hours.  Cultures 
may  be  incubated  at  37  if  42  incu- 
bators  are  not  available.  The  higher  in- 
cubation temperatures  for  TBG  broth 
reduce  populations  of  competitive  con- 
taminants common  in  gut  tiasne.  Plate 
on  BG  agar  and  incubate  at  37  °C.  Ex- 
amine the  plates  after  24  and  48  hours 
of  incubation.  If  contamination  with 
pseudomonas  or  proteus  is  a  problem 
make  platings  on  BGS  asrar. 

(7)  If  preferred,  individual  cotton 
swab  samples  may  also  be  taken  from 
the  upper,  middle,  and  lower  intestinal 
tract  (including  both  ceca  and  the  rec- 
tum-cloaca v  Deposit  swabs  in  10-ml  of 
TBG  broth  and  incubate  and  plate  as 


described  in  paragraph  (b)(6)  of  this 

section. 

(8)  Transfer  suspect  colonies  to  tri- 
ple-sugar-iron (TSIi  agar  and  lysine- 
Iron  (LI)  agar  and  incubate  at  37  '^C  for 
24  hours. 

(9)  Cultures  revealing  typical  reac- 
tions of  salmonellae  on  TSI  and  LI 
agar  slants  should  be  transferred  to 
any  of  the  following  appropriate  bio- 
chemical tests  for  final  identification: 
Dextrose,  lactose,  sucrose,  mannitol 
maltose,  dulcitol.  malonate,  gelatin, 
urea  broth,  citrate,  lysine 
decarboxylase,  ornithine 
decarboxylase,  methyl  red  and  Voges- 
Proskauer.  KCN,  salicin  broths,  indole, 
and  hydrogen  sulfide.  Motility  or  non- 
motility is  demonstrated  by 
inoculating  a  suitable  semisolid  me- 
dium.Tlie  Analytical  Profile  Index 
for  Enterobacteriaceae  (API)  system 
may  be  utilized  for  identification  if 
feasible.  For  arizonae  identification, 
make  readintrs  daily  up  to  10  days.  An 
0-nitrophenyl-beta-D-galactopyranside 
(ONPG)  disc  may  be  used  to  identify 
slow  lactose  fermenters.^^ 

(10)  All  salmonella  cultures  should  be 
serologically  typed. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  057&-(XK)7) 

136  FR  23121.  Dec.  3.  1971.  Redesignated  at  44 
FR  61586.  Oct.  2G.  1979.  and  amended  at  47  FR 
21994.  May  20.  1982;  50  FR  19900.  May  13.  1985; 
57  FR  57342.  Doc,  4.  1992;  59  FR  12801.  Mar.  18, 
1994;  61  FR  11.521.  Mar.  21,  1996;  6:3  FR  3.  Jan, 
2,  1998;  (ifi  vn  8019,  8023,  Feb.  17,  2000;  67  PR 
8469.  Feb.  25.  2002) 

§147.12  Procedures  for  collection,  iso- 
lation, and  identification  of  Sal- 
moneUa  from  environmental  sam* 
pies,  cloacal  swabs,  chick  box  pa- 
pers, and  meconium  samples. 

Information  concerning  tbe  pen  ar- 
rangement and  number  of  birds  per  pen 

should  be  nV)tained  fT'oni  the  owner  so 
that  the  required  number  of  samples 


'"Formulation  lor  the  semisolid  motility 
medium  can  be  obtained  from:  Isolation  and 
Identification  of  Avian  Pathogens,  American 
Association  of  Avian  Pathologists,  Univer- 
sity of  Pemisylvania.  New  Bolton  Center, 
Kennett  Square,  Pennsylvania  19948—1692, 
1980. 

"ONPG  discs  are  available  from:  Balti- 
more Biological  Ltaboratoriefl,  Oookesrsville, 

MD  21030. 
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per  pen  and  per  flock  can  be  deter- 
mined. A  means  of  identifying  each 
sample  by  pen  of  origin  should  be  pro- 
vided. The  vehicle  transporting  the 
personnel  taking  the  samples  dionld  be 
left  as  far  as  practical  from  the  poultry 
pens.  Sanitary  precautions,  including 
personal  cleanliness,  should  be  ob- 
served durlngr  the  sampling  procedure. 
The  hands  should  be  carefully  washed 
with  a  sanitizing  soap  prior  to  the  sam- 
pling. Outer  clothing,  including  gloves, 
should  be  changed  between  visits  to 
different  premises  so  that  clean  cloth- 
ing is  worn  upon  entering  each  prem- 
ises. 

The  used  and  clean  apparel  should  be 
kept  separate.  Boots  or  footwear 
should  be  cleaned  and  disinfected  be- 
tween visits  to  different  premises.  Dis- 
posable cape  should  be  provided  and 
discarded  after  use  on  each  premises. 
After  collection,  the  samples  should  be 
protected  from  drying,  light,  and  exces- 
sive temperatures  and  delivered  to  the 
laboratory  within  one  day.  If  delivery 
Is  delayed,  samples  should  be  reMg- 
erated. 

(a)  For  egg-  and  m&it'iype  chickens, 

waterfowl,  exhibition  poultry,  and  game 
birds.  All  samples  and  swabs  described 
in  this  paragraph  should  be  cultured  in 
accordance  with  Illustration  2  of 
§147.11,  Including  delayed  secondary 
enrichment.  All  salmonellae  recovered 
shall  be  serogrouped  or  serotyped. 

(1)  Environmental  samples.  Fecal  ma^ 
terial.  litter,  dust,  or  floor  litter  sur- 
face or  nest  box  drag  swab  samples  to 
be  submitted  for  bacteriological  exam- 
ination shall  be  collected  In  accordance 
with  the  procedures  described  in  para- 
graphs (a)(1),  (a)(2),  or  (a)(3)  of  this  sec- 
tion: 

(1)  Procedure  for  sampling  in  broth.  Au- 
thorized laboratories  will  provide 
capped  tubes  1  to  2  cm  in  diameter  and 
15  to  20  cm  in  length  that  are  two- 
thirds  full  of  a  recently  made.  reMg- 
erated,  sterile  enrichment  broth  for 
each  sample.  Sufficient  tubes  shall  be 
taken  to  the  premises  to  provide  at 
least  one  tube  per  pen  or  one  tube  per 
600  birds,  whichever  is  greater.  At  least 
one  sterile,  cotton-tipped  applicator 
will  be  needed  for  each  tube.  The  dry 
applicator  Is  first  placed  In  or  drawn 
through  fresh  manure  (under  roost, 
near  water  troughs,  fecal  droppings,  or 


dlarrhetlc    droppings).    After  each 

streaking,  place  the  cot  ton -tipped  ap- 
plicator in  the  tube  of  broth  and  swirl 
the  applicator  to  remove  the  collected 
material.  Withdraw  the  applicator 
from  the  tube  and  use  it  to  take  addi- 
tional specimens  by  streaking  on  or 
through  areas  where  defecation,  tram- 
pling of  feces,  or  settling  of  dust  Is 
common;  e.g..  on  or  near  waterers, 
feeders,  nests,  or  rafters,  etc.  When  the 
volume  of  material  collected  equals  ap- 
proximately 10  percent  of  the  volume 
of  the  broth  (usually  10-12  streakings), 
place  the  applicator  in  the  tube  and 
break  the  stick  in  half,  leaving  the 
lower  or  cotton-tipped  half  In  the  broth 
and  retaining  the  upper  half  for  future 
disposal.  Replace  the  cap  on  the  inocu- 
lated tube  and  continue  the  sampling 
procedure  In  other  areas  of  the  pen. 

(U)  Procedure  for  sampling  in  dry  con- 
tainers. Place  a  sample  of  fecal  mate- 
rial, litter,  or  dust  in  a  sterile,  sealable 
container.  The  sample  shall  consist  of 
several  specimens  of  material  taken 
from  a  representative  location  in  the 
pen  or  house.  Collect  at  least  10  g  (ap- 
proximately a  heaping  tablespooi^ttil) 
of  rniiterial  for  each  sample.  Collect 
the  specimens  in  each  sample  with  a 
sterile  tongue  depressor  or  similar 
uncontamlnated  Instrument.  The  sam- 
ples shall  vary  in  type  and  consistency. 
Half  of  the  samples  shall  be  comprised 
of  material  representing  defecated 
matter  from  a  large  portion  of  the 
flock:  i.e.,  trampled,  caked  material 
near  waterers  and  feeders.  The  min- 
imum number  of  samples  to  be  taken 
shall  be  determined  by  the  following: 
Five  samples  from  pens  or  houses  of  up 
to  500  birds;  Ten  samples  from  pens  or 
houses  of  500  to  2,500  birds;  Fifteen 
samples  from  pens  or  houses  with  more 
than  2,500  birds.  The  samples  may  be 
pooled  to  not  fewer  than  five  samples 
at  the  laboratory  as  long  as  the  volume 
of  material  collected  equals  approxl- 
mat  eiy  10  percent  of  the  volume  of  the 
broth. 

(2)  Cloacal  swabs.  Cloacal  swabs  lor 
bacteriological  examination  shall  be 

taken  from  each  bird  in  the  flock  or 
from  a  minimum  of  "ino  birds  in  accoi'd- 
ance  with  the  procedure  described  in 
paragraph  (a)(2)(l)  of  this  section. 

(i)  Procedure  for  taking  cloacal  swabs. 
The  authorized  laboratory  will  provide 
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sterile  capped  tubes  or  other  suitable 
containers  and  cotton-tipped  applica- 
tors for  use  in  taklngr  the  doacal 
swalMB.  Insert  the  cotton-tipped  appli- 
cator into  the  cloaca  and  rectum  in 
such  a  manner  as  to  ensure  the  coilec- 
tlon  of  fecal  material.  Place  the  swab 
and  adhering  fecal  material  in  the  tube 
and  break  the  stick  in  half,  keeping  the 
upper  half  of  the  stick  for  future  dis- 
posal. The  cloacal  swabs  may  be  com- 
bined in  the  sterile  tubes  In  multiples 
of  five  or  in  combinations  specified  by 
the  authorized  laboratory, 
(ii)  [Reserved] 

(3)  Drag-swabs.  UtHlzation  of  drag 
swabs  (DS)  involves  the  exposure  of 
gauze  pads  (or  conmiercially  available 
sponges  designed  for  this  purpose),  a 
key  component  of  a  DS  sampler,  to  the 
surface  of  random,  flock-representative 
floor  litter  and  nest  box  areas.  The 
sampler  pads  shall  be  storile  and 
slightly  moist  to  promote  adherence  of 
particulate  material,  and  impregnated 
with  double-strength  skim  milk*^  to 
protoct  salmonella  viability  during 
sample  collection,  batching,  storage, 
and  shipment.  Floor  litter  surface  DS 
sample  results  tend  to  reflect  the  sal- 
monella carrler/sihedder  status  of  a 
flock.  Nonetheless,  other  environ- 
mental samples  as  described  in  para- 
graphs (a)(l)(i),  (a)(l)(ii),  or  ta)(3)av)  of 
this  section  shall  also  be  periodically 
collected. 

fi)  Drag-swab  sampler  assembly.  Dragr- 
swab  (DS)  samplers  may  be  assembled 
using  two  8»  by  8-inoh  sterile  gaiue 
pads;  size  20  wrapping  twine;  and  paper 
clips,  staples,  or  similar  fasteners.  Fold 
each  gauze  pad  in  half  and  attach  one 
pad  to  a  3-foot-long  (60  cm)  piece  of 
twine  and  the  other  to  a  1-foot-long  (30 
cm)  piece  of  twine.  To  attach  a  pad  to 
the  twine  with  a  paper  clip,  bend  the 
end  wires  of  the  paper  clip  slightly  and 
push  them  throuph  the  fabric  of  the 
folded  pad,  thus  .securing  the  clips  to 
the  folded  pads;  then  securely  tie  the 
twine  to  the  free  rounded  end  of  the 
paper  clip.  To  attach  a  pad  to  the  twine 


^3  Obtain  procedure  for  prepaiin^  double 
strength  skim  milk  mm  USDA-APHIS 

"Recommended  Sample  Collection  Methods 
for  Environmental  Samples.  "  available  from 
the  National  Poultry  Improvement  Plan, 
Veterinary  Services.  APHIS.  USDA.  1498 
Klondike  Road.  Suite  200.  Cooyers.  GA  300M. 


with  a  staple,  staple  the  twine  to  the 
pad  near  the  center  of  the  fold,  apply- 
ing the  staple  at  a  right  angle  to  the 
twine  and  parallel  to  the  fold.  (A  pre- 
tied  knot  in  the  free  end  of  the  twine 
will  prevent  the  twine  from  slipping 
under  the  staple  during  use.)  Once  the 
IMtds  and  the  twine  have  heen  attached, 
securely  connect  the  free  ends  of  both 
lentrths  of  twine  to  a  small  loop  tied  at 
the  end  of  a  5-foot-long  piece  of  twine. 
The  resulting  assembly  resembles  the 
letter  Y.  with  a  long  vertical  stem  and 
two  diagonal  branches  of  different 
lengths  with  a  gauze  pad  securely  at- 
tached to  the  end  of  each  branch.  Wrap 
the  twine  around  each  two-pad  DS 
sampler  to  produce  a  small  bundle. 
Autoclave  the  assembled  DS  sampler 
bundle  and  transfer  it  with  sterile  for- 
ceps or  other  aseptic  method  to  a  re- 
sealable  sterile  bag.  Aseptically  add  15 
mL  of  double-strength  skim  milk  to 
the  bag  and  massage  the  milk  into  the 
gauze  pads.  Seal  the  bags  and  store  at 
-20  *'C. 

(ii)  Procedures  and  applications  for  DS 
samplers.  DS  samplers  shall  be  com- 
pletely thawed  prior  to  use.  Complete 
pad/twine  fastener  assemblies  shall  be 
used  to  sample  floor  litter  surfaces; 
nest  box  surfaces  may  be  sampled  using 
3-  by  3-inch  sterile  gauze  pads  impreg- 
nated with  double-strength  skim  milk 
in  the  manner  described  in  paragraph 
(a)(3)(i)  of  this  section.  In  either  in- 
stance, the  Plan  participant  collecting 
the  samples  shall  wear  a  fresh  pair  of 
disposable  sterile  gloves  for  each  flock 
or  house  sampled.  Each  sampler  bag 
shall  be  marked  with  the  t3rpe  of  sam- 
ple (floor  litter  or  nest  box  surface)  and 
the  identity  of  the  house  or  flock  from 
which  the  sample  was  taken. 

(iii)  Floor  litter  sampling  technique. 
For  flocks  with  fewer  than  500  breed- 
ers, at  least  one  DS  set  (two  DS  pads) 
shall  be  dragged  across  the  floor  litter 
surface  for  a  minimum  of  15  minutse. 
For  flocks  with  500  or  more  breeders,  a 
minimum  of  two  DS  sets  (.four  DS  pads) 
shall  be  di'agged  across  the  floor  litter 
surface  for  a  minimum  of  15  minutes 
per  DS  set.  Upon  completion  of  drag- 
ging, lower  each  DS  pad  by  its  attached 
twine  into  a  separate,  resealable  sterile 
bag.  Alternatively,  each  DS  set  of  two 
pads  may  be  lowered  by  its  attached 
twine  into  the  storage/transport  bag 
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from  which  the  DS  set  was  oiiirinally 
taken.  Remove  the  twine  from  the  pad 
or  DS  set  by  grasping  the  pad  or  DS  set 
through  the  sides  of  the  bag  with  one 
hand  while  pulling  on  the  twine  with 
the  other  hand  until  the  oonnection  is 
broken.  Seal  the  bag-s  and  promptly  re- 
frigerate them  to  between  2  and  4  °C. 
Do  not  trem.  Discard  the  twine  in  an 
appropriate  disposal  bag. 

(iv>  Npst  box  or  cqq  belt  sampling  tech- 
nique. Collect  nest  box  or  egg  belt  sam- 
ples by  using  two  S-by-S  inch  sterile 
gauze  pads  premoistened  with  double- 
stronerth  skim  milk  and  wiping  the 
pads  over  assorted  locations  in  about  10 
percent  of  the  total  nesting  area  or  the 
egg  belt.  Upon  completion,  place  each 
pad  in  a  separate,  resealable  sterile 
bag.  Seal  the  bags  and  promptly  refrig- 
erate them  to  between  2  and  4  °C.  Do 
not  freeze. 

(v)  CuUuring  of  litter  surface  and  nest 
box  scimples.  When  refrigerated  to  be- 
tween 2  and  4  °C,  pads  impregnated 
with  double-strength  skim  milk  may 
be  stored  or  batched  for  5  to  7  days 
prior  to  culturing.  Pads  shipped  singly 
or  paired  in  a  single  bag  shall  not  be 
pooled  for  culturing  but  shall  be  sepa- 
rately inoculated  into  60  vaL  of  selec- 
tive emichment  broth. 

(4)  Chick  box  papers.  Samples  from 
chick  box  papers  may  be  bacterio- 
logically  examined  for  the  presence  of 
Salmonella.  The  Plan  participant  may 
collect  the  samples  in  accordance  with 
paragraph  (a)(4)(l)  of  this  section  or 
submit  chick  box  papers  directly  to  a 
laboratory  in  accordance  with  para- 
graph (a)(4)(ii)  of  this  section.  It  Is  Im- 
portant that  the  paper  be  removed 
from  the  chick  box  before  the  box  is 
placed  in  the  brooding  house. 

(I)  Instructions  for  coUectlnfir  sam- 
ples from  chick  box  papers: 

(A)  Collect  1  chick  box  paper  for  each 
10  boxes  of  chicks  placed  in  a  house  and 
lay  the  papers  on  a  clean  surface. 

(B)  Clean  your  hands  and  put  on 
latex  gloves.  Do  not  apply  disinfectant 
to  the  gloves.  Change  gloves  after  col- 
lecting samples  from  10  chicle  box  pa- 
pers or  any  time  a  glove  is  torn. 

(C)  Saturate  a  sterile  3-hy-;^  inch 
gauze  pad  with  double-strength  skim 
milk  (see  footnote  12  to  this  section) 
and  rub  the  pad  across  the  surface  of 
five  chick  box  papers.  Rub  the  pad  over 


at  least  75  percent  of  each  paper  and 
use  snfCtolent  pressure  to  rub  any  dry 

meconium  off  the  paper.  Pouring  a 
small  amount  of  double-strength  skim 
milk  (1  to  2  tablespoons)  on  each  paper 
will  make  it  easier  to  ooUect  samples. 

(D)  After  collecting  samples  from  10 
chick  box  papers,  place  the  two  gauze 
pads  used  to  collect  the  samples  (i.e., 
one  pad  per  5  chick  box  papers)  into  an 

18  oz.  Whirl-Pak  bag  and  add  1  to  2  ta- 
blespoons of  double-strength  skim 
milk. 

(B)  Promptly  refMgerate  the  Whirl- 

Pak  bags  containing  the  samples  and 
transport  them,  on  ice  or  otherwi.se  re- 
frigerated, to  a  laboratory  within  48 
hours  of  collection.  The  samples  may 
be  frozen  for  longer  storage  if  the  Plan 
participant  is  unable  to  transport  them 
to  a  laboratory  within  48  hours. 

(ii)  The  Plan  participant  may  send 
chick  box  papers  directly  to  a  labora- 
tory, where  samples  may  be  collected 
as  described  in  paragraph  (a)(4)(i)  of 
this  section.  To  send  chlok  box  papers 
directly  to  a  laboratory: 

(A)  Collect  1  chick  box  paper  for  each 
10  boxes  of  chicks  placed  in  a  house  and 
place  the  chick  papers  Inmiediately 
into  large  plastic  bags  and  seal  the 
bags. 

(B)  Place  the  plastic  has^s  containing" 
the  chick  box  papers  lu  a  clean  box  and 
transport  them  within  48  hours  to  a 
laboratory.  The  plastic  bags  do  not  re- 
quire refrigeration. 

(iii)  The  laboratory  must  follow  the 
procedure  set  forth  in  paragraph  (a)(5) 
of  this  section  for  testing  dllck  meco- 
nium for  Salmonella. 

(5)  Chick  meconium  testing  procedure 
for  SabnoneUa. 

(i)  Record  the  date,  source,  and  flock 
destination  on  the  ''Meconium  Work- 
sheet." 

(ii)  Shake  each  plastic  bag  of  meco- 
nium until  a  uniform  consistency  is 

achieved. 

(iiit  Transfer  a  25  gm  sample  of  meco- 
nium to  a  sterile  container.  Add  225  mJL 
of  a  preenrichment  broth  to  each  sam- 
ple (this  is  a  1:10  dilution),  mix  gently, 
and  incubate  at  37  °C  for  18-24  hours. 

(,iv)  Emich  the  sample  with  selective 
enrichment  broth  for  24  hours  at  42  *0. 

(v)  Streak  the  enriched  sample  onto 
brilliant  green  novobiocin  (BQN)  agar 
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and  zylose-lysine-terffitol  4  (XI/r4) 
agar. 

fvi)  Incubate  both  plates  at  37  "C  for 
24  hours  and  process  suspect  Salmonella 
colonies  aooordlng  to  paragraph  (b)  of 
this  section. 

(b)  Isolation  and  identification  of  Sal- 
monella. Either  of  the  two  enrichment 
procedures  In  this  paragraph  may  be 
used. 

(1)  Tetrathionate  enrichment  with 
delayed  secondary  eni'ichment  (DSE): 

(i)  Add  tetrathionate  enrichment 
broth  to  the  sample  to  give  a  1:10  (sam- 
ple to  enrichment)  ratio.  Incubate  the 
sample  at  37  or  41.5  ''C  for  20  to  24  hours 
as  shown  in  illustration  2. 

(ii)  After  selective  enrichment,  inoc- 
ulate selective  plates  (such  as  BGN  and 
XLT4).  Incubate  the  plates  at  37  ""C  for 
20  to  34  hours.  Inoculate  three  to  five 
iS<a2mo7ie2Za-suspect  colonies  from  the 
plates  into  triple  sug-ar  iron  (TSI)  and 
lysine  iron  agar  (LIA)  slants.  Incubate 
the  slants  at  37      for  20  to  24  hours. 


Screen  colonies  by  serological  (i.e., 

seros^roup)  and  biochemical  (e.g..  API) 
procedures  as  shown  in  illustration  2. 
As  a  supplement  to  screening  three  to 
Ave  5!almoneno(-suspect  colonies  on  TSI 
and  LIA  slants,  a  g^roup  D  colony  lift 
assay  may  be  utilized  to  signal  the 
presence  of  hard-to-detect  group  D  Sal- 
monella colonies  on  agar  plates. 

(iii)  If  the  initial  selective  enrich- 
ment is  negative  for  Salmonella,  use  a 
DSE  procedure.  Leave  the  original  tet- 
rathionate-enriched  sample  at  room 
temperature  for  5  to  7  days.  Transfer  1 
mL  of  the  culture  into  10  mL  of  fresh 
tetrathionate  enrichment  broth,  incu- 
bate at  37  for  20  to  24  hours,  and 
plate  as  in  paragraph  (bXlXil)  of  this 
section. 

(iv)  Serogroup  all  isolates  identified 
as  Salmonella  and  serotype  all 
serogroup  D  isolates.  Phage-type  all 

Salmonella  enteritidis  isolates. 

(2)  Pre-enrichment  followed  by  selec- 
tive enrichment.  (See  illustration  2.) 
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lUustration  2. — Culture  procedures  for  environmental  samples,  chick  papers,  or  meconium. 


EnvitoMnentel  samplet.  chick  papers,  or  oMoonluin 

Pra^rtolumnt  medii  (BPWX1:10  ntio) 
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1.  Teliathionale  enrichment  broth,  e  g  .  Rappaporl-VasiiMade-D  (RVi  or  nio  Jificd  sernsolid  RV(MSRV)- 

2.  Selective  plates  such  Briliant  Green  Novobiocin  (BGN)  or  xylose-lysine  lergitol  4  (XLT  4). 

a.  Reevaluate  if  epidenilotogie,  neerapay,  or  ettier  bifornnlieii  IndieaAaa  Mie  pi«sefiee  of  an  unusual 
alrain  of  Salmonela. 

4.  i  Maohenilcai  WanBllcalton  antf  seiogwup  pmeadtifw  ana  hcewcluBlve.  rsalieak  oclgtoal  cctowy  onto 
iion<aalaelvapMlngroailia  to  check  tor  puiNy.  Repeat  btochenrical  and  aeratogytoato. 


(c)  For  turkeys — (1)  Environmental  sam- 
ples. Fecal  material,  litter,  or  dust  to 
be  submitted  for  bacteriological  exam- 
ination should  be  collected  in  accord- 


ance  with  the  procedureB  described  in 
paragraphs  (cXlXD  or  (o)(l)(li)  of  this 
section: 
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(i)  Procedure  for  sampling  in  broth.  Au- 
thorized laboratories  will  provide 
capped  tubes  1-2  cm  in  diameter  and 
15-20  cm  in  length  which  are  two-thirds 
ftill  of  a  recently  made,  refrigerated, 
sterile  enrichment  broth  (Selenite  Bril- 
liant Green  Sulfapyridine  or  Tetrathio- 
nate  Brilliant  Green)  for  each  sample. 
Snffloient  tubes  ebonld  be  taken  to  the 
premlBM  to  psrovlde  at  least  one  tube 
per  pen  or  one  tube  per  500  birds, 
whichever  is  greater.  At  least  one  ster- 
ile, cotton-tipped  applicator  will  be 
needed  for  eatdi  tnbe.  The  dry  appli> 
cator  is  first  placed  or  drawn  through 
fresh  manure  (under  roost,  near  water 
troughs,  cecal  droppings,  or  diarrhetic 
droppings).  After  this  and  each  subse- 
quent streaking,  the  cotton-tipped  ap- 
plicator is  placed  in  the  tube  of  broth 
and  swirled  to  remove  the  collected 
material.  The  applicator  is  then  ¥rith- 
drawn  and  is  used  for  taking  additional 
specimens  by  streaking  on  or  through 
areas  where  defecation,  trampling-  of 
feces,  or  settling  of  dust  ai"e  common; 
i.e.,  on  or  near  waterers,  feeders,  nests, 
or  rafters,  etc.  When  the  volume  of  ma- 
terial collected  equals  approximately 
10  percent  of  the  volume  of  the  broth 
(usually  10-12  streakings),  the  appli- 
cator is  placed  in  the  tube  and  the 
stick  is  broken  in  half.  The  lower  or 
cotton-tipped  half  is  left  in  the  broth, 
and  the  upper  hslf  Is  retained  for  fu- 
ture disposal.  The  cap  is  titien  replaced 
on  the  inoculated  tube,  and  the  sam- 
pling procedure  is  continued  in  other 
areas  of  the  pen. 

(ii)  Procedure  for  sampling  in  dry  con- 
tainers. A  sample  of  fecal  material,  lit- 
ter, or  dust  is  placed  in  a  sterile,  seal- 
able  container.  The  sample  shall  con- 
sist of  several  specimens  of  material 
taken  from  a  representative  location  in 
the  pen  or  house.  At  least  10  g  (approxi- 
mately a  heaping  tablespoonful)  of  ma- 
terial shall  be  collected  for  each  sam- 
ple. The  specimens  in  each  sample 
shall  be  collected  with  a  sterile  tongue 
depressor  or  similar  u neon tamina ted 
instrument.  The  samples  should  vary 
in  type  and  consistency.  Half  of  the 
samples  should  be  comprised  of  mate- 
rial representing  defecated  matter 
from  a  large  portion  of  the  flock;  i.e., 
trampled,  caked  material  near 
waterers  and  feeders.  The  minimum 


number  of  samples  to  be  taken  shall  be 
determined  by  the  following: 

Five  samples  from  pens  or  houses  of  up  to  500 

birds; 

Ten  samples  from  pens  or  houses  of  500  to 

2S->00  birds: 

Fifteen  samples  from  peus  or  houses  with 
more  than  2,500  birds. 

The  composite  samples  above  may  be 

pooled  to  not  less  than  five  samples  at 
the  laboratory  as  long  as  the  volume  of 
material  collected  equals  approxi- 
mately 10  percent  of  the  volume  of  the 
broth. 

(2)  Cloacal  swabs.  Cloacal  swabs  for 
bacteriological  examination  are  taken 
from  each  biM  in  the  flock  or  from  a 
minimum  of  500  birds  in  accordance 
with  the  procedure  described  in  para- 
graph cc)C2)(i)  of  this  section. 

(i)  Procedure  for  taking  cloaail  svxibs. 
The  authorized  laboratory  will  provide 
sterile  capped  tubes  or  other  suitable 
containers  and  cotton-tipped  applica- 
tors for  use  in  taking  the  cloacal 
swabs.  The  cotton-tipped  applicator  is 
inserted  into  the  cloaca  and  rectum  in 
such  a  manner  as  to  Insure  the  collec- 
tion of  fecal  material.  The  swab  and 
adhering  fecal  material  is  then  placed 
in  the  tube  and  the  stick  is  broken  in 
half,  with  the  upper  half  retained  for 
future  disposal.  The  cloacal  swabs  may 
be  combined  in  the  sterile  tubes  in 
multiples  of  five  or  in  combinations 
specified  by  the  authorized  laboratory. 

(ii)  [Reserved] 

(3)  Drag-swaJbs.  Drag-swabs  for  V)ac- 
teriolojrical  examination  should  in- 
volve the  exposure  of  at  least  six 
unpooled  pads  per  house  to  promote 
representative  sampling  and  some  ele- 
ment of  quantification. 

(i)  Drag-swab  assembly.  Assemble 
drag-swab  sampling  sets  from  folded- 
once  3-by-3-inch  sterile  gauze  pads  se- 
cured with  paper  clips.  Bend  end  wires 
of  each  paper  clip  slightly  to  catch  into 
the  swab  fabric,  thus  securing  the  clips 
to  the  folded  pads.  Use  two  pads,  as- 
sembled as  described  to  make  each 
drag-swab  sampling  set.  Securely  con- 
nect one  pad  through  the  ts9B  rounded 
end  of  the  paper  clip  to  a  2-ft  (0.6  m) 
length  of  size  20  fibrous  wrapping 
twine.  Similarly  connect  the  other  pad 
to  a  1-ft  (0.3  m)  length  of  twine.  Then 
securely  connect  the  free  ends  of  both 
lengUis  of  twine  to  a  small  loop  tied  at 
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the  end  of  a  similar  5-ft  length  of 

twine.  The  resulting.'-  assembly  resem- 
bles the  letter  Y  with  a  5-ft  long 
vertical  Btem  and  two  diagonal 
branches  (one  1  ft  long  and  the  other  2 
ft  long),  with  a  folded  swab  securely  at- 
tached at  the  end  of  each  branch.  After 
assembly,  place  each  two-pad  diaer- 
swab  sampling  set  into  a  sterile  bag. 

(ii)  Procedure  for  taking  drag-swab — 
(A>  Floor  litter:  The  Plan  participants 
should  collect  two  samples  as  follows: 
Drag  four  3-by-3-inch  sterile  tj^auze  pads 
premoistened  with  double  strength 
skim  milk^^  over  the  floor  litter  sur- 
face for  15  mln  minimally.  Place  the 
gauze  pads  used  to  collect  the  samidiM 
in  18-oz  whirl-pack  bags,  two  pads  per 
bag  with  each  bag  containing  5  ml  of 
double  strength  skim  milk.  This  will 
maintain  the  moistness  of  the  sample 
during  transport.  Mark  the  bags  with 
the  type  of  sample  and  the  house  iden- 
tification. 

(B)  Nest-bnxcs.  The  Plan  participant 
should  collect  one  nest-box  sample  by 
using  two  3-by-3-inch  sterile  gauze  pads 
premoistened  with  double  strength 
skim  milk.  Wipe  the  two  gauze  pads 

used  to  collect  the  sample  over  as- 
sorted locations  of  about  10  percent  of 
the  total  nesting  area.  Place  the  gauze 
pads  used  to  collect  the  sample  in  an 
18-oz  whirl-pack  has  contaiiiinc'  5  ml  of 
double  strength  skim  milk.  Mark  the 
bag  with  the  type  of  sample  and  the 
house  identification. 

( Approved  by  the  Office  of  Management  and 
BudK^et  under  control  number  0579^0007) 

[38  FR  13709,  May  24.  1973.  Redesignated  at  44 
FR  61586.  Oct.  26,  1979.  and  amended  at  57  FR 
57342.  Dec.  4.  1992:  59  FR  12805.  Mar.  18.  1994: 
59  FR  67617,  Dec.  30.  1994:  61  FR  11524.  Mar.  21, 
1996:  62  FR  44070,  Au^.  19.  1997:  63  FR  3,  Jan. 
2.  1998;  65  FR  8019,  Feb.  17.  2000;  67  FR  8471, 
Feb.  25.  2002] 

§147.13  Procedure  for  bacteriological 
culturing  of  eggshells  for  colon  ba- 
cim  organisms. 

Proper  precautions  to  avoid  environ- 
mental contamination  of  the  samples 


Obtain  procedure  for  preparing  double 
strength  skim  milk  flrom  USDA-APHIS 
"Recommended  Sample  Collection  Meihod.s 
for  Environmental  Samples"  available  from 
the  National  Poultry  Improvement  Plan. 
Veterinary  Services.  APHIS.  USDA.  n98 
Klondike  Road.  Suite  200.  Conyers.  GA  30094. 


during  the  collection  and  laboratory 

process,  and  proper  handling  of  the 
samples  following  collection  are  essen- 
tial. Ea^  State  Inspector  involved  in 
eggshell  culture  actlvitleB  must  receive 
instruction  in  the  necessary  sanitation 
procedures,  sampling  procedures,  and 
sample  handling  by  the  authorized  lab- 
oratory Involved.  The  Official  State 
Agrency  will  maintain  a  record  showing 
that  the  required  instruction  was  given 
to  each  State  Inspector. 

(a)  Sample  selection.  Forty  (40)  eggs  in 
the  top  flats  of  each  of  three  randomly 
selected  cases  of  sanitized  eggs  from 
each  flock  will  be  utilized  for  each 
sampling. 

(b)  Swab  procedure.  A  2.5  centimeter 
diameter  circular  area  of  the  large  end 
of  each  of  the  eggs  will  be  rubbed  with 
a  sterile  swab  previously  moistened 
with  sterile  lactose  broth,  or  other 
suitable  liquid  media  provided  by  the 
authorised  laboratory.  One  swab  will 
be  used  for  five  eggs,  and  four  swabs 
will  be  pooled  to  each  sterile,  capped 
tube  provided  by  the  authorized  labora- 
tory. 

(1)  From  the  tube  containing  four 
swabs  and  lactose  Ijroth  or  other  suit- 
able media,  1  ml.  will  be  transferred  to 
10  ml.  lactose  in  a  fermentation  tube. 

(2)  Incubate  at  37  °C  for  48  hours.  The 
presence  of  acid,  and  gas  in  the  amount 
of  10  percent  or  more  after  24  and  48 
hours  of  Incubation,  provides  a  pre- 
sumptive conclusion  of  the  presence  of 
colon  bacilli  organisms. 

(Approved  by  the  Office  of  Management  and 
Budget  nnder  control  number  0679-0007) 

[41  FR  14256.  Apr.  2.  1976.  Redesigiiated  at  44 

FR  61586.  Oct  .  26.  1979,  and  amended  at  80  FR 
12805,  Mar.  18,  1994] 

§147.14  Procedures  to  determine  sta- 
tus and  effectiveness  of  sanitation 
OMMiiiored  program. 

The  following  monitoring  proce- 
dures may  be  applied  at  the  discre- 
tion of  the  Official  State  Agency: 


»<I»aboratory  procedureB  for  monitoringr 

operations  proposed  here  are  dfscrilied  in  the 
following  two  publications:  Isolation  and 
Identification  of  Avian  Pathogens.  American 

A.-.-o.  iatioii  of  Avian  Pathologists.  Univer- 
sity of  Pennsylvania,  New  Bolton  Center, 
Kennett  Square.  Pennsylvania  19348—1692. 
1980.  and  Culture  Method.s  for  the  Detection 
of  Animal  Salmonellosis  and  Arisonosis, 
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(a)  Monitor  effeotivenesB  of  sanita- 
tion program. 

(1)  Culture  the  surface  of  cased  eggs 
periodically  for  fecal  contaminatlxigr 
organisms  as  described  In  1147.13. 

(2)  Culture  a  sample  of  dead-in-shell 
eggs  periodically  from  each  breeding 
flock  for  coliforma.  Sncli  eggs  slioitld 
also  be  cultured  for  tbs  dependable  re- 
covery of  sabfU)ncUaf.  Culturing  for  the 
dependable  recovery  of  salmonellae 
should  include  t^e  use  of: 

(1)  Preenrlchment  broths  supple- 
mented with  35  mg  ferrous  sulfate  per 
1,000  ml  preenrlchment  to  block  Iron- 
binding,  .Sa/mone^Za-inhibiting  effects  of 
egg  conalbomin;  and 

(ii)  Tetrathionate  selective  enrich 
ment  broths,  competitor-controlling 
plating  media  (XLT4,  BGN,  etc.).  de- 
layed secondary  enrichment  proce- 
dures, and  colony  lift  assays  detailed  in 
paragraph  (a)(5)  and  illustration  2  of 

§147.11. 

[41  FR  48726.  Nov.  5.  1976.  Redesignated  at  44 
FR  61586.  Oct.  S6,  1979.  and  amended  at  57  FR 

57343.  Dec.  4.  1992:  59  FR  12805.  Mar.  18.  1994: 
68  FR  59640.  Nov.  18,  1994;  61  FR  11524.  11525. 
Mar.  21, 1996:  65  FR  8819.  Feb.  17.  2000] 

§147.15  Laboratoiy  procedure  rec- 
ommeiided  tor  tb»  baetoriological 
exammatioD  of  ]Hyoiq»laBiiui  reac- 
tors, 

(a)  Turbinates,  trachea,  air  sacs,  si- 
nuses, nasal  i^assages.  respiratory 
exudates,  ssmovlal  fluid,  eggs  (includ- 
ing yolk,  yolk  sacs,  membranes  and 
allantoic  fluid),  should  be  directly  sam- 
pled with  sterile  swabs.  Aseptic  tech- 
niques are  very  Important  as  some  or- 
ganisms maj''  not  be  suppressed  by  the 
antimicrobial  agents  used  in  this  pro- 
cedure. Tissue  suspensions  from  large 
volumes  are  sometimes  desirable  from 
the  sites  listed  above  and  occasionally 
ftom  the  oviduct  and  cloaca.  Tissues 
should  be  ground  or  blended  completely 
In  10  times  their  volume  of  Myco- 
plasma Broth  Medium  (MBM).  (See 


Iowa  .State  University  Press.  Ames.  Iowa 
60010.  1976. 

'^Yoder.  H.  W..  Jr.,  "Mycopla.smosis."  In: 
Isolation  and  Identification  of  Avian  Patho- 
gens. (Stephen  B.  Hitchner,  Chairman. 
Charles  H.  Domermuth,  H.  Graham  Pur- 
chase, James  E.  Williams.)  1980,  pp.  40-42. 
Creative  Printing  Company,  Inc.,  Endwell, 
NT  13760. 


paragraph  (f)  of  this  section.)  Speci- 
mens submitted  to  referral  labora- 
tories in  order  of  preference  for  recov- 
ery of  the  mycoplasma  organisms  are: 
(1)  live  birds,  (2)  refrigerated  fresh  tis- 
sues. (3)  tissue  specimens  packed  with 
dry  ice. 

(b)  Inoculate  &-10  ml  of  MBM  with  a 
swab,  wire  loop  or  0.1  ml  of  the  tissue 

suspension.  \^'hen  evidence  of  growth  is 
observed  (.lowered  pH  or  turbidity  of 
broth)  transfer  each  broth  culture  as 
needed  to  maintain  the  original  iso- 
lates. Incubate  tubes  at  37  for  at 
least  21  days  before  discarding  as  nega- 
tive. When  growth  is  first  observed  or 
if  no  growth  occurs  by  the  4th  or  5th 
flay  of  incubation,  inoculate  broth  cul- 
ture onto  a  plate  of  Mycoplasma  Agar 
Medium  (MAM).  (See  paragraph  (g)  of 
this  section.)  Several  cultures  may  be 
inoculated  on  one  plate  by  using  a  wire 
loop  or  a  cotton  swab.  Incubate  plates 
3-5  days  at  37  "^^C  in  a  high  humidity 
chamber.  If  preferred,  5  percent  CO^ 
may  be  added  or  a  candle  jar  may  be 
used.  Tiny  circular  and  translucent 
colonies  with  elevated  centers  are  very 
suggestive  of  mycoplasma.  Indirect 
lighting  and  a  low  power  or  dissecting 
microscope  are  recommended  for  obser- 
vation of  the  colonies  as  they  are  rare- 
ly more  than  0.2-0.3  mm  in  diameter. 

(c)  Isolates  must  be  sero typed. 

(1)  Isolates  may  be  shipped  in  MBM 
with  ice  packs  if  shipment  will  be  in 
transit  less  than  2-3  dasrs.  Longer  ship- 
ments require  freezing  of  the  MBM 
with  dry  ice.  or  shipping  MAM  slants 
at  room  temperature.  Isolates  must 
have  Indications  of  growth  before  ship- 
ment  is  made. 

(2)  Isolates  may  be  stored  in  MBM  at 
-20  °C  for  2-3  weeks,  or  they  may  be 
stored  at  -68  *>0  for  several  years. 

(d)  Alternate  method  of  culture:  An 
overlay  enrichment  culture  for  fas- 
tidious and  sensitive  mycoplasma,  es- 
pecially for  M.  meleagridis  should  be  in- 
cluded. 

fl)  Pour  2-3  ml  of  MAM  into  a  test 
tube  and  tilt  the  tube  until  a  slant  (ap- 
proximately 45")  is  obtained.  Other  con- 
tainers are  acceptable. 

(2)  Overlay  the  slant  with  .sufficient 
MBM,  so  that  the  media  (including 
inoculum)  covers  the  agar  slope. 

(3)  Inoculate  the  culture  as  indicated 
in  paragraph  (b)  of  this  section. 
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(4)  Incubate  and  examine  the  overlay 
as  indicated  in  paragraph  (b)  of  this 
section. 

(e)  Preparation  of  media  compo- 

nents:^« 

(1)  Deionlzed  distilled  water  suitable 
for  cell  culture  fluids  should  be  used. 

(2)  All  glassware  should  be  carefully 
waahed  witli  a  nonresidae  deter^nt 
such  as  Alcojet  and  rinsed  three  times 
in  tap  water  and  twice  in  deionized  dis- 
tilled water.i'' 

(3)  Thallium  acetate  in  a  10  percent 
solution  is  added  to  an  approximate 
final  concentration  of  1:4000:  however, 
highly  contaminated  specimens  may 
require  a  final  concentration  of  1:2000.^8 
Thallium  acetate  Is  added  to  deioniaed 
distilled  water  first,  except  as  noted  in 
paragraph  of  this  section,  to  pre- 
vent the  prtM.  ipitation  of  proteins. 

(4)  Mycoplasma  Brotii  Base,  dextrose, 
phenol  red,  and  cysteine  hydrochloride 
are  added  to  deionized  distilled  water 
first  if  autoclave  sterilization  is  used.'" 
Thallium  acetate  and  then  t  he  remain- 
ing components  are  added  aseptically 
alter  cooling  the  aatoclaved  media  to 
45  °C  or  less. 

(5)  Use  sterile  deionized  distilled 
water  to  reconstitute  penicillin. 

(6)  Sterile  serum  should  be  inac- 
tivated by  heating  at  56  °C  for  30  min- 
utes. Swine  serum  may  be  used  for  Af. 
gallisepticum.  M.  sunnviar.  M. 
gallinarum,  and  M.  meleagndis  isolation; 
however,  horse  serum  is  usually  rec- 
osunended  for  M.  meleagridis  isolation. 

(7)  Phenol  red  should  be  prepared  as  a 
1  percent  solution. 


Trade  names  are  used  in  the.se  procedures 
solely  for  the  pui'pose  of  providing  specific 
information.  Mention  of  a  trade  name  does 
not  constitute  a  guarantee  or  warranty  Of 
the  iRtMluct  by  the  U.S.  Department  of  Aerri- 
culture  or  an  endorsement  over  other  prod- 
ucts not  mentioned. 

Alcojet  Is  available  from:  Aloonox,  Inc., 
New  York.  NY  10003. 

'^Thallium  acetate  may  be  obtained  from 
Fischer  Scientlflc  Company. 

^"Mycoplasma  Broth  Ha-*-  may  he  obtained 
from:  (a)  Product  #M  33600,  Olboo 
Dlagrnostics,  2801  Industrial  Drive.  Madison, 
WI  53711.  (b)  Product  #3900-3212.  Scott  Lab- 
oratories, Inc..  8  Westchester  Plaza, 
Elmsford,  NT  10B2S. 


(8)  NAD  (beta  nicotinamide  adenine 
dinucleotide  or  coenzyme  I)  should  be 
prepared  as  a  1  percent  solution.^it 

(9)  Cysteine  hydrochloride,  prepared 
as  a  1  percent  solution,  is  used  to  re- 
duce the  NAD  for  M.  synoviae  growth. 

(10)  A  purified  agar  product  such  as 
Nobel  (Special  agar)  is  used  in  the 
MAM.21 

(11)  Adjust  the  pH  with  NaQH. 

(12)  Sterilisation  may  he  accom- 
plished by  two  methods: 

(i)  Filtration  sterilization  il^iiough  a 
0.20  micron  filter  is  the  recommended 
method.  Aseptic  techniques  must  he 
utilized. 

(ii)  Autoclave  sterilization  at  120  'O, 
15  pounds  pressure  (103  kPa),  for  16 
minutes  may  be  used,  if  preferred, 
when  folio winfr  the  procedure  described 
in  paragraph  (eK4>  of  this  section. 

(13)  Phenol  red,  dextrose,  and  NAD 
may  be  omitted  when  culturtng  for  Af. 
meleagridis  and  A/,  gallinarum. 

(14)  When  cultui'iug  for  M.  meleagridis 
from  contaminated  samples  Include  100 
unlt&'ml  of  Polymyxin  B  in  MBM. 

(f)  Mycoplasma  Broth  Medium  (Frey) 
is  prepared  as  follows:  To  850-880  ml  of 
deionized  dlBtllled  water; 

Add: 

Thallium  acetate  (ml)— 2.5  (1:4000) 
Potentially     contaminated  samples 

(ml)— 6.0  (1:2000) 
Mycoplasma  Broth  Base  (g) — 22.5 
Aqueous  penicillin  (units) — 500,000 
Stenle  serum  (ml)— 120  to  150.0 
Phenol  red  plus  (ml)-^.5 
NAD  I  ml  )— 12.5 

Cysteine  hydrochloride  (ml) — 12.5 
Dextrose  (g)— 1.0-1.5 
Adjust  pH  to  7.8 

Filter  sterilize 

(1)  Bi'oth  may  be  stored  at  4  C  for  at 
least  2  weeks  or  at  -40  °C  for  longer 
periods. 

(g)  Mycoplasma  Agar  Medium  (Frey) 
Is  prepared  as  follows:  To  850-880  ml  of 
deionized  distilled  water; 

Add: 

Mycoplasma  Broth  Base  (g)— 22.5 

Adjust  pH  to  7.8 

Purified  agar  (g)— 12.0 

Autoclave  and  cool  in  46  "^C  water  hath 


^NAD  Grade  lU  may  be  obtained  from: 
Sigma  Chemical  Company.  P.O.  Box  14B08, 
St.  Loui.s.  MO  63178. 

^  Noble  Agar  may  be  obtained  £rom:  Dlfoo 
Laboratories,  Box  106&-A,  Detroit,  MI  48201. 
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Thallium  acetate  (ml)— 2.0;  (1:4000) 
Sterile  serum  at  45  °C  (mi >— 150.0 
Aqueous  penicillin  (units)-^00,000 
NAD  (ml)— 12.6 

Cysteine  hydrobhloride  (ml>— 12.5 

(1)  Rotate  flask  gently  and  pour 
about  15  ml  of  media  into  eacli  petri 
dish. 

(2)  Stack  petri  dishes  only  2-8  high  in 

a  37  ''C  Incubator  up  to  2  hours  to  re- 
move excess  moisture. 

(3)  Wrap  inverted  plates  in  sealed 
bundles  and  store  at  4  ^  for  not  more 
than  15  days. 

(h)  New  component  or  media  batches 
should  be  monitored  to  compensate  for 
changes  in  formulation  due  to  alter- 
ations of  purity,  concentration,  prepa- 
ration, etc.  A  known  series  of  titra- 
tions from  a  single  culture  should  be 
made  on  both  new  and  old  media.  The 
media  should  be  compared  on  the  basis 
of  growth,  colony  size,  and  numbers  of 
colonies  which  develop.22 

[47  FR  21995,  May  20.  1982,  as  amended  at  57 
FR  57343,  Dec.  4.  1992;  59  FR  12805.  Mar.  18, 
1994:  61  FR  11524,  Mar.  21«  1S96;  66  FR  8019, 
Feb.  17. 2000] 

§147.16  Procedure  for  the  evaluation 
of  mycoplasma  reactors  by  In  viyo 
bio-assay  (enrichment). 

This  procedure  has  been  shown  to  be 
sensitive  enough  to  detect  less  than  100 

mycoplasma  organisms  under  proper 
conditions.-'^  Proper  conditions  are  de- 
fined in  this  section. 

(a)  Obtain  chickens  or  turkeys  (test 
blrds^  which  are  at  least  3  weeks  of  agre 
and  are  free  of  M.  gaUisepticum.  M. 
synoviae,  and  M.  meleagridis  and  trans- 
port them  in  a  manner  to  prevent  their 


22  "Laboratory  Procedures  and  Medium  For 
The  Isolation  Of  Mycoplasma  From  Clinical 
Materials.**  Laboratory  Diagnosis  of  Myco- 
plasma in  Food  Animals.  Proceedings  of  Nine- 
teenth Annual  Meeting,  The  American  Aaao- 
ciatlon  of  Veterinary  Iiaboratory  Diagnosti- 
cians. 1976.  pp.  106-115.  .\AVIJ>,  6101  Mineral 
Point  Road,  Madison,  WI 53705. 

^Research  reeulte  are  described  In  the  fol- 
lowinpr  two  publications:  (a)  Big:land.  C.  H. 
and  A.  J.  DaMassa,  "A  Bio-Assay  for  Myco- 
plasma Oalllsepticum.**  In:  United  States 
Livestock  Sanitary  Association  Proceeding's, 
67th,  1963.  pp.  541-^.  (b)  McMartin,  D.  A.. 
'^Mycoplasma  Gkilllseptlcam  in  the  Res- 
piratory Tract  of  the  Fowl."'  In;  The  Veteri- 
nary Record.  September  23.  1967,  pp.  317-320. 


beingr  contaminated  by  any  infectious 
avian  disease. 

(1)  Maintain  test  birds  in  an  area 
that  has  been  effectively  cleaned  and 

disinfected. 

(2)  The  area  should  be  isolated  from 
other  birds  or  animals. 

(3)  Personnel  caring  for  the  test  birds 
should  take  the  necessary  precautions 
(see  §  147.26(b))  to  prevent  the  mechan- 
ical transfer  of  infectious  avian  dis- 
eases firom  other  sources. 

(b)  Test  birds  to  be  used  for  inocula- 
tion with  contaminated  tissues  should 
be  serologically  negative  by  the  serum 
plate  agglutination  test. 

(1)  Inoculated  test  birds  should  be 
isolated  from  non-inoculated  control 
birds  for  the  length  of  any  experiment. 

(c)  Aseptically  obtain  tracheal,  turbi- 
nate, and  sinus  mucosa,  lung  and  sinus 
exudates,  cervical,  thoracic,  and  ab- 
dominal airsac  tissues  (including  le- 
sions), and  portions  of  oviduct  and 
synovial  fluid  from  at  least  four  sus- 
pect, donor  birds.  In  a  sterile  device, 
blend  the  tissues  completely  in  four 
times  tiieir  volume  of  Mycoplasma 
Broth  Medium  (Frey),  (see  §  147.15(f)). 
Suspensions  may  be  made  from  tissue 
pools.  Inoculate  test  birds  within  30 
minutes  for  preparation  of  suspensions. 

(1)  Inoculate  at  least  four  test  birds 
for  each  suspension  pool  via  the  ab- 
dominal air  sac  and  infraorbital  sinus, 
with  up  to  %  ml  of  inoculum  per  site. 

(2)  Test  birds  should  be  bled  every  7 
days  for  35  dasTS  to  identify  sero-con- 
verters. 

(3)  At  35  days,  test  birds  should  be 
sacrificed  and  bacteriologic  isolation 

and  identification  of  mycoplasma  at- 
tempted (see  §147.15).  Note  especiall.y 
the  sites  of  inoculation  for  typical 
gross  or  microscopic  mycoplasma  le- 
sions. 

(d)  Donor  birds  are  considered  in- 
fected when: 

(1)  Test  birds  have  serum  plate  anti- 
bodies for  the  mycoplasma  for  which 
the  donor  birds  were  tested,  regardless 
of  HI  test  results,  and  control  birds 
stay  serologically  negative;  or 

(2)  Mycoplasma  organisms  are  iso- 
lated from  the  test  birds  and  serotyped 
positive  for  the  mycoplasma  for  which 
the  donor  birds  were  tested,  and  con- 
trol birds  stay  serologically  and  cul- 
turally negative. 
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(e)  Laboratory  findings  may  be 
verified  by  direct  cultures  of  material 

from  sick  birds  or  by  inoculating 
seronegative  birds  from  the  suspect 
flock  and  comparing  serological  find- 
ings with  those  from  the  test  birds. 

[47  PR  21996.  May  20.  1982.  as  amended  at  57 

FR  57313.  Dec.  4.  1992;  59  FR  12805,  Mar.  18, 
1994:  61  FR  11524.  Mar.  21.  1996;  65  FR  8019. 

Feb.  17.  2000] 

$147.17  Laboratory  procedure  rec- 
ommended for  the  bacteriological 
Mcaminatiim  of  eoll  ehieks  ftnr  eal- 
monella. 

The  laboratory  procedure  described 
in  this  section  is  recommended  for  the 
bacteriological  examination  of  onll 
chicks  from  egg-type  and  meat-t3n?e 
chicken  flocks  and  waterfowl,  exhi- 
bition poultry,  and  game  bird  flocks  for 
salmonella. 

(a)  From  25  randomly  selected  1-  to  5- 
day-old  chicks  that  have  not  been 
placed  in  a  brooding^  house,  prepare  5 
organ  pools,  5  yolk  pools,  and  5  intes- 
tinal tissue  pools  as  follows: 

(1)  Organ  ponl:  From  each  of  five 
chicks,  composite  and  mince  1-  to  2- 
gram  samples  of  heart,  lung,  liver,  and 
spleen  tissues  and  the  proximal  wall  of 
the  bursa  of  Fabricius. 

(2)  Yolk  pool:  From  each  of  five 
chicks,  composite  and  mince  1-  to  2- 
gram  samples  of  the  unabsorbed  yolk 
sac  or,  if  the  yolk  sac  is  essentially  ab- 
sent, the  entire  yolk  stalk  remnant. 

(3)  Intestinal  pool:  From  each  of  five 
chicks,  composite  and  mince  approxi- 
mately O.T  (  m-'  sections  of  the  crop  wall 
and  5-mm-long  sections  of  the  duode- 
num, cecum,  and  ileocecal  junction. 

(b)  Transfer  each  pool  to  tetrathlo- 
nate  selective  enrichment  broth  (Hajna 
or  Mueller-Kauffmarm)  at  a  ratio  of  1 
part  tissue  pool  to  10  parts  broth. 

(c)  Repeat  the  steps  in  paragraphs  (a) 
and  (b)  of  this  section  for  each  five- 
chick  group  until  all  25  chicks  have 
been  examined,  producing  a  total  of  15 
pools  (5  oi^an,  5  yolk,  and  5  intestinal). 

(d)  Culture  the  15  tetrathionate  pools 
as  outlined  for  selective  enrichment  in 
illustration  2  of  §147.11.  Incubate  the 
organ  and  yolk  pools  for  24  hours  at  37 
•*C  and  the  intestinal  pools  at  41.5  °C. 
Plate  as  described  in  illustration  2  of 
§147.11  and  examine  after  both  24  and  48 
hours  of  incubation.  Confirm  suspect 


colonies  as  described.  Further  culture 
all  salmonella-negative  tetrathionate 

broths  by  delayed  secondary  enrich- 
ment procedures  described  for  environ- 
mental, organ,  and  intestinal  samples 
in  illustration  2  of  §147.11.  A  colony  lift 
assay  may  also  be  utilised  as  a  supple- 
ment to  TSI  and  LI  agar  picks  of  sus- 
pect colonies. 

C61  FR  11525.  Mar.  21. 19961 

Subpart  C— Sanitation  Procedures 

§  147.21    Flock  sanitation. 

To  aid  in  the  maintenance  of  healthy 
flocks,  the  following  procedures  should 
be  practiced: 

(a)  Baby  poultry  should  be  started  In 
a  clean  brooder  house  and  maintained 
in  constant  isolation  from  older  birds 
and  other  animals.  Personnel  that  ure 
in  contact  with  older  birds  and  other 
animals  should  take  precautions,  in- 
cluding disinfection  of  footwear  and 
change  of  outer  clothing,  to  prevent 
the  introduction  of  infection  through 
droppings  that  may  adhere  to  the 
shoes,  clothing,  or  hands.  (See 
S  147.24(a).) 

(b)  Range  used  for  growing  young 
stock  should  not  have  been  used  for 
poultry  the  preceding  year.  Where 
broods  of  different  s^res  must  be  kept 
on  the  same  farm,  there  should  be  com- 
plete depopulation  of  brooder  houses 
and  other  premises  following  infection 
of  such  premises  by  any  contagious  dis- 
ease. 

fc)  Poultry  houses  should  be  screened 
and  proofed  against  free-flying  birds. 
An  active  rodent  eradication  campaign 
is  an  essential  pan  of  the  general  sani- 
tation program.  The  area  adjacent  to 
the  poultry  house  should  be  kept  free 
ftom  accumulated  manure,  rubbish, 
and  unnecessary  equipment.  Dogs, 
cats,  sheep,  cattle,  horses,  and  swine 
should  never  have  access  to  poultry  op- 
erations. Visitors  should  not  be  admit- 
ted to  poultry  areas,  and  authorised 
personnel  should  take  the  necessary 
precautions  to  prevent  the  introduc- 
tion of  disease. 

(d)  Poultry  houses  and  equipment 
.should  be  thoroughly  cleaned  and  dis- 
infected prior  to  use  for  a  new  lot  of 
birds.  (See  §  147.24(a).)  Feed  and  water 
containers  should  be  situated  where 
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they  cannot  be  contaminated  by  drop- 
pings and  should  be  frequently  cleaned 
and  disinfected.  Dropping  boards  or 
pits  should  be  constracted  so  UrdB  do 
not  have  access  to  the  droppings. 

(e)  Replacement  breeders  shall  be 
housed  at  the  proper  density  consistent 
with  the  type  of  building  and  locality 
and  which  will  allow  the  litter  to  be 
maintained  In  a  dry  condition.  Fre- 
quent stirring  of  the  litter  may  be  nec- 
essary to  reduce  excess  moisture  and 
prevent  surface  accumulation  of  drop- 
pings. Slat  or  wire  floors  aihoQld  be  oon- 
stmcted  so  as  to  permit  free  passage  of 
dropplntrs  nnd  to  prevent  the  birds 
from  coming  in  contact  with  the  di'op- 
pings.  Nesting  areas  should  be  kept 
clean  and,  where  appropriate,  filled 
with  clean  nesting  material. 

(f)  When  an  outbreak  of  disease  oc- 
curs in  a  flock,  dead  or  sick  birds 
should  be  taken,  by  private  carrier,  to 
a  dlc«no8tlc  laboratory  for  complete 
examination.  All  Salmonella  cultures 
isolated  should  be  typed  serologically, 
and  complete  records  maintained  by 
the  laboratory  as  to  types  recovered 
from  each  flock  within  an  area. 
Records  on  isolations  and  serolog-ical 
types  should  be  made  available  to  Offi- 
cial State  Agencies  or  other  animal 
disease  control  regulatory  agencies  in 
the  respective  States  for  follownp  of 
fod  of  infection.  Such  information  Is 
necessary  for  the  development  of  an  ef- 
fective Salmonella  control  program. 

(g)  Introduction  of  s tainted  or  mature 
birds  should  be  avoided  to  reduce  the 
possible  hazard  of  Introducing  infec- 
tious diseases.  Tf  birds  are  to  be  intro- 
duced, the  health  status  of  both  the 
flock  and  introduced  birds  should  be 
evaluated. 

(h)  In  rearing  broiler  or  replacement 
stock,  a  sound  and  adequat  e  immuniza- 
tion program  should  be  adopted.  Since 
different  geographic  areas  may  require 
certain  qieciflo  recommendations,  the 
proiaram  recommended  by  the  State  ex- 
periment station  or  other  State  agen- 
cies should  be  followed. 

(1)  Peed,  pelleted  by  heat  process, 
should  be  fed  to  all  age  groups.  Proper 
feed  pelleting  procedures  can  destroy 


many  disease  producing  oiyanisms  con- 
taminating feedstufliB. 

(Approved  by  the  Office  of  MmnL'^ement  and 
Budget  under  control  number  Q57y-0007) 

[36  FR  23121.  Dec.  3,  1971,  as  amended  at  41 
FR  14257.  Apr.  2.  1976;  41  PR  48726.  Nov.  5. 
1976.  Redesignated  at  44  FR  61586.  Oct.  26, 
1979.  and  amrnded  at  50  FR  19900.  May  13, 
1985;  59  FR  128U5.  Mar.  18.  1994] 

$147^  Hatdiing  egg  sanitatioii. 

Hatching  eggs  should  be  collected 
from  the  nests  at  frequent  intervals 
and.  to  aid  in  the  prevention  of  con- 
tamination with  disease-causing  orga- 
nisms, the  following  practices  should 
be  observed: 

(a)  Cleaned  and  disinfected  con- 
tainers, such  as  egg  flats,  should  be 
used  in  collecting  the  nest  eggs  for 
hatching.  Egg  handlers  should  thor- 
oughly wash  their  hands  with  soap  and 
water  prior  to  and  after  egg  collection. 
Clean  outer  Karnieiits  should  be  worn. 

(b)  Dirty  eggs  should  not  be  used  for 
hatching  purposes  and  should  be  col- 
lected in  a  separate  container  ftom  the 
nest  eggs.  Slightly  soiled  nest  eggs 
may  be  gently  dry  cleaned  by  hand. 

(c)  Hatching  eggs  should  be  stored  in 
a  designated  egg  room  under  conditions 
that  will  minimize  egg  sweating.  The 
egg  room  walls,  ceiling,  floor,  door, 
heater,  and  humidifier  should  be 
cleaned  and  disinfected  after  every  egg 
pickup.  Cleaning  and  disinfection  pro- 
cedures should  be  as  outlined  in  §  147.24. 

(d^  The  egg  processing  area  should  be 
cleaned  and  disinfected  daily. 

(e)  Effective  rodent  and  insect  con- 
trol programs  diould  be  imidemented. 

(f)  The  egg  processing  building  or 
area  should  be  designed,  located,  and 
constructed  of  such  materials  as  to  as- 
sure that  proper  egrg  sanitation  proce- 
dures can  be  carried  out,  and  that  the 
building  itself  can  be  easily,  effec- 
tively, and  routinely  sanitized. 

(g)  All  vehicles  used  for  transporting 
eggs  or  chick8/|x>ult8  should  be  cleaned 
and  disinfected  after  use.  Cleaning  and 
disinfection  procedures  should  be  as 
outlined  in  §147.24. 

167  FR  8474,  Feb.  25, 2002] 
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§147.23   Hatchery  sanitation. 

An  effective  program  foi  the  preven- 
tion and  control  of  Salmonella  and 
other  Infections  sboiild  include  the  fol- 
lowing measures: 

(a)  An  effective  hatchery  sanitation 
prosrram  should  be  designed  and  imple- 
mented. 

(b)  The  hatchery  bulldinar  should  be 
arranged  so  that  separate  rooms  are 
provided  for  each  of  the  four  oper- 
ations: "Egg  receiyingr,  Incuhation  and 
hatching,  chick/poult  processing,  and 
egg  tray  and  hatching  basket  washing. 
Traffic  and  airflow  patterns  in  the 
hatchery  should  be  from  clean  areas  to 
dirty  areas  (i.e.,  from  egg  room  to 
chick  poult  processing  rooms)  and 
should  avoid  tracking  from  dirty  ai^eas 
back  into  clean  areas. 

(c)  The  hatchery  rooms,  and  tables, 
racks,  and  other  equipment  in  them 
Bhould  be  thoroughly  cleaned  and  dis- 
infected frequently.  All  hatchery 
wastes  and  offal  should  be  burned  or 
otherwise  properly  disposed  of.  and  the 
containers  used  to  remove  such  mate- 
rials should  be  cleaned  and  sanitized 
after  each  use. 

(d)  The  hatching  compartments  of  in- 
cubators, including  the  hatching  trays, 
should  be  thoroughly  cleaned  and  dis- 
infected after  each  hatch. 

(e)  Only  clean  eggs  should  be  used  for 
hatching  purposes. 

(f)  Only  new  or  cleaned  and  dis- 
infected eg^  cases  should  be  need  for 
transportation  of  hatching  ptj-gs.  Soiled 
egg  case  fillers  should  be  destroyed. 

(g)  Day-old  chicks,  poults,  or  other 
newly  hatched  poultry  should  be  dis- 
tril)utcd  in  clean,  new  boxes  and  new 
chick  papers.  All  crates  and  vehicles 
used  for  transporting  birds  should  be 
cleaned  and  disinfected  after  each  use. 

[67  FR  8474.  Feb.  25.  2002] 

§  147.24    Cleaning  and  disinfecting. 

The  following  procedures  are  rec- 
ommended: 

(a)  In  the  poultry  houses: 

(1>  Remove  all  live  "escaped"  and 
dead  birds  from  the  building.  Blow  dust 
from  equipment  and  other  exposed  sur- 
faces. Empty  the  residual  feed  from  the 
feed  system  and  feed  pans  and  remove 
it  from  the  building.  Disassemble  feed- 
ing equipment  and  dump  and  scrape  as 


needed  to  remove  any  and  all  feed  cake 
and  residue.  Clean  up  spilled  feed 
around  the  tank  and  dean  out  the 
tank.  Rinse  down  and  wash  out  the  in- 
side of  the  feed  tank  to  decontaminate 
the  surfaces  and  allow  to  dry. 
(2)  Remove  all  litter  and  droppings  to 

an  isolated  area  whoro  there  is  no  op- 
portunity for  dissemination  of  any  in- 
fectious disease  organisms  thai  may  be 
present.  Housing  where  poultry  in- 
fected with  a  mycoplasmal  disease 
were  kept  should  remain  closed  for  7 
days  before  removal  of  the  litter. 

(8)  Wash  down  the  entire  inside  sor^ 
faces  of  the  building  and  all  the  In- 
stalled equipment  such  as  curtains, 
ventilation  ducts  and  openings,  fans, 
fEUQ  housings  and  shatters,  feeding 
equipment,  watering  equipment,  etc. 
Use  high  pressure  and  high  volume 
water  spray  (for  example  200  pounds 
per  square  inch  and  10  gallons  per 
minute  or  more)  to  soak  into  and  re- 
move the  dirt  to  decontaminate  the 
building.  Scrub  the  walls,  floors,  and 
equipment  with  a  hot  soapy  water  solu- 
tion. Rinse  to  remove  soap. 

(4)  Spray  with  a  disinfectant  which  is 
registered  by  the  Environmental  Pro- 
tection Agency  as  germicidal,  Aiagi- 
ddal,  pseudomonocldal,  and 
tuberculocidal.  in  accordance  with  the 
specifications  for  use,  as  shown  on  the 
label  of  such  disinfectant. 

(b)  In  the  hatchers  and  hatchery 
rooms: 

(1)  Use  cleaning  agents  and  sanitizers 
that  are  registered  by  the  U.S.  Envi- 
ronmental Protection  Agency  as  ger- 
micidal, fungicidal,  pseudomonocldal, 
and  tuberculocidal.  Use  manufacturer's 
recommended  dilution.  Remove  loose 
organic  debris  by  sweeping,  scraping, 
vacuuming,  brushing,  or  scrubbing,  or 
by  hosing  surface  with  high  pressure 
water  (for  example  200  pounds  per 
square  inch  and  10  gallons  per  minute 
or  more).  Remove  trays  and  all  con- 
trols and  fans  for  separate  cleaning. 
Use  hot  water  (minimum  water  tem- 
perature of  140  °F)  for  cleaning  hatch- 
ing trays  and  chick  separator  equip- 
ment. Thoroughly  wet  the  ceiling, 
walls,  and  floors  with  a  stream  of 
water,  then  scrub  with  a  hard  bristle 
brush.  Use  a  cleaner  sanitizer  that  can 
penetrate  protein  and  fatty  deposits. 
Allow  the  chemical  to  ding  to  treated 
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surfaces  at  least  10  minutes  before  rins- 
ing off.  Manually  scrub  any  remaining 
deposits  of  organic  material  until  they 
are  removed.  Rinee  until  there  is  no 
longer  any  deposit  on  the  walls,  par- 
ticnlarly  near  the  fan  opening,  and 
apply  disinfectant.  Use  a  clean  and 
sanitised  squeegee  to  remove  excess 
water,  working  down  from  ceilings  to 
walls  to  floors  and  being  careful  not  to 
recontaminate  cleaned  areas. 

(2)  Replace  the  cleaned  fians  and  con- 
trols. Replace  the  trays,  preferably 
still  wet  from  cleaning,  and  bring  the 
incubator  to  normal  operating  tem- 
perature. 

(3)  The  hatcher  should  be  fumigated 
(see  §147.25)  or  otherwise  disinfected 
prior  to  the  transfer  of  the  eggs. 

(4)  If  the  same  machine  Is  used  for  in- 
cubating and  hatching,  the  entire  ma- 
chine should  be  cleaned  after  each 
hatch.  A  vacuum  cleaner  should  be 
used  to  remove  dust  and  down  from  the 
egg  trays;  then  the  entire  machine 
should  be  vacuumed,  mopped,  and  fu- 
migated (see  §147.25)  or  otherwise  sani- 
tized. 

(c)  The  egg  and  chick/poolt  delivery 
truck  drivers  and  helpers  should  use 
the  following  good  biosecurity  prac- 
tices while  picking  up  eggs  or  deliv- 
ering chlcka/poults: 

(1)  Spray  truck  tires  thoroughly  with 
disinfectant  before  leaving  the  main 
road  and  entering  the  farm  driveway. 

(2)  Put  on  sturdy,  disposable  plastic 
boots  or  clean  rubber  boots  before  get- 
ting out  of  the  truck  cab.  Put  on  a 
clean  smock  or  coveralls  and  a  hairnet 
b^ore  entering  the  poultry  house. 

(3)  After  loading  eggs  or  unloading 
chicks/poults,  remove  the  dirty  smock/ 
coveralls  and  place  into  plastic  garbage 
bag  before  loading  in  the  truck.  Be  sure 
to  keep  clean  coveralls  separate  firom 
dirty  ones. 

(4)  Reenter  the  cab  of  the  truck  and 
remove  boots  before  placing  feet  onto 
floorboards.  Remove  hairnet  and  leave 
with  disposable  boots  on  farm. 

(5)  Sanitize  hands  using  appropriate 
hand  sanitiser. 

(6)  Return  to  the  hatchery  or  go  to 
the  next  farm  and  repeat  the  process. 

[36  FR  23121.  Dec.  3,  1971.  Redesignated  at  44 
FR  61586,  Oct.  26.  1979.  and  amended  at  49  PR 
19806,  May  10,  1984:  57  FR  57343.  Dec.  4.  1992; 
63  FR  3.  Jan.  2, 1998;  67  FR  8474,  Feb.  25,  2002] 


§147^ 

Fumigation  may  be  used  for  sani- 
tizing eggs  and  hatchery  equipment  or 
rooms  as  a  part  of  a  sanitation  pro- 
gram. APHIS  disclaims  any  liability  in 
the  use  of  formaldehyde  for  failure  on 
the  part  of  the  user  to  adhere  to  the 
Occupational  Safety  and  Health  Ad- 
ministration' (OSHA)  standards  for 
formaldehyde  fumigation,  published  in 
the  Dec.  4.  1987,  Feder.\l  REGISTER  (52 
FR  46168,  Docket  Nos.  H-225,  225A.  and 
225B). 

[36  FR  23121,  Dec.  3,  1971,  as  amended  at  41 
FR  14257,  Apr.  2, 1978.  Redesignated  at  44  FR 
61586.  Oct.  26.  1979.  and  amended  at  49  FR 
19807,  May  10.  1984;  54  FR  23958.  June  5,  1989; 
57  FR  57348,  Dec.  4,  19»2:  67  FR  8475.  Feb.  25, 
2002] 

S147JW  Prooedfires   fbr  establMiiiig 

isolation  and  maintaining  sanita* 
tion  and  good  management  prac- 
tioes  for  the  control  of  Salmonella 


(a)  The  following  procedures  are  re- 
quired for  participation  under  the  U.S. 
Sanitation  Monitored,  U.S.  M. 
Gallisepticum  Clean,  U.S.  M.  Synoviae 
Clean,  U.S.  S.  Enteritldis  Monitored, 
and  U.S.  S.  Bnterltldis  Clean  dasslfica- 
tions: 

(1)  Allow  no  visitors  except  under 
controlled  conditions  to  minimize  the 

introduction  of  Salmonella  and  Myco- 
plasma. Such  conditions  must  be  ap- 
proved by  the  Official  State  Agency 
and  the  Service; 

(2)  Maintain  breeder  flocks  on  farms 
free  from  market  birds  and  other  do- 
mesticated fowl.  Follow  proper  isola- 
tion procedures  as  approved  by  the  Of- 
ficial State  Agency; 

(3)  Dispo.se  of  all  dead  birds  by  locally 
approved  methods. 

(b)  Recommended  procedures: 

(1)  Avoid  the  Introduction  of  Sal- 
monella. A^srooplasma  gallisepticum,  or 
Mycoplasma  synoviae  infected  poultry; 

(2)  Prevent  indirect  transmission 
from  outside  souroes  through  ccmtami- 
nated  equipment,  footwear,  clothing^ 
vehicles,  or  other  mechanical  means: 

(3)  Provide  adequate  isolation  of 
breeder  flocks  to  avoid  airborne  trans- 
mission ftom  Infected  flocks; 

(4)  Minimize  contact  of  Inreeder 
flocks  with  free-flying  birds; 
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(5)  Establish  a  rodent  control  piTO- 
gram  to  keep  the  rodent  population 

and  other  pests  under  control: 

(6)  Tailor  vaccination  programs  to 
needs  of  farm  and  area; 

(7)  Clean  and  disinfect  equipment 
after  each  use: 

(8)  Provide  clean  footwear  and  pro- 
vide an  adequate  security  program; 

(9)  Clean  and  disinfect  houses  before 
Introducing-  a  new  flock: 

(10)  Use  clean,  dry  litter  free  of  mold; 

(11)  Keep  accurate  records  of  death 
losses: 

(12)  Seek  services  of  veterinary  diag- 
nostician if  unaccountable  mortality 
or  signs  of  disease  occur; 

(13)  Adopt  and  maintain  a  dean-egg 

program. 

(14)  Use  only  crates  and  vehicles  that 
have  been  cleaned  and  disinfected  in 

accordance  with  the  provisions  of 
§  147.24(a)  to  haul  live  poultry  to  and 

from  the  premises. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0679-C007) 

[36  PR  23121,  Dec.  3,  1971,  as  amended  at  40 

FR  1504.  Jan.  8.  1975:  41  FR  48727.  Nov.  5.  1978. 
Redesi^mated  at  44  FR  61586.  Oct.  26,  1979;  47 
FR  746,  Jan.  7.  1982;  47  FR  31900,  May  20,  1982; 

48  FR  57473.  Dec.  30.  1983;  61  FR  11635.  SCST.  21, 

1996;  67  FR  8475.  Feb.  25,  2002] 

ft  147.27  Procedures  reeommended  to 
prevent  the  spread  of  disease  by  ar- 
gficial  faeemniatton  of  turiwya. 

(a)  The  vehicle  transporting  the  in- 
semination crew  should  be  left  as  far  as 
practical  from  the  turkey  pens. 

(b)  The  personnel  of  the  insemination 
crew  should  observe  personal  cleanli- 
ness, including  the  foUowing  sanitary 
procedures: 

(1)  Outer  clothing  should  be  changed 
between  visits  to  different  premises  so 
that  clean  clothing  is  worn  upon  enter- 
ing each  premises.  The  used  apparel 
should  be  kept  separate  until 
laundered.  This  also  applies  to  gloves 
worn  while  handling  turkeys; 

(2)  Boots  or  footwear  should  be 
cleaned  and  disinfected  between  visits 
to  different  premises; 

(3)  Disposable  caps  should  be  pro- 
vided and  discarded  after  use  on  each 
premises. 

(c)  The  use  of  individual  straw  or 

similar  technique  is  highly  rec- 
ommended.   Insemination  equipment 


which  is  to  be  reused  should  be  cleaned 
and  disinfected  before  reusing.  Equip- 
ment used  for  the  convenience  of  the 
workers  should  not  be  moved  f3K>m 
premises  to  premises. 

(d)  No  obviously  diseased  flock 
should  be  inseminated.  If  evidence  of 
active  disease  is  noted  after  insemina- 
tion is  begun,  operations  should  be 
stopped  and  the  hatchery  notified. 

(e)  Care  should  be  taken  during  the 
collection  of  semen  to  prevent  fecal 
contamination.  If  fecal  material  is 
present,  it  should  be  removed  before 
the  semen  is  collected.  Likewise,  care 
should  be  taken  not  to  introduce  fecal 
material  into  the  oviduct  of  the  hen. 

Subpart  D  [Reserved] 

Subpart  E— Procedure  for  Chang- 
ing National  Poultry  Improve- 
ment Plan 

S  147.41  Definitions. 

Elxcept  where  the  context  otherwise 
requires,  for  the  purposes  of  this  sub- 
part the  following  termis  shall  be  con- 
strued, respectively,  to  mean: 

Department.  The  U.S.  Department  of 
Agriculture. 

Egg  type  chickens.  Chickens  bred  for 
the  primary  purpose  of  producing  eggs 
for  human  consumption. 

ExMbiiUm  Poultry,  Domesticated  fowl 
which  are  bred  for  the  combined  pur- 
poses of  meat  or  egg  production  and 
competitive  showing. 

Game  birds.  Domesticated  fowl,  rooh 
as  pheasants,  partridge,  quail,  grouse, 
and  guineas,  but  not  doves  and  pigeons. 

Meat  type  chickens.  Chickens  bred  for 
the  primary  purpose  of  producing 
meat. 

Plan  Conference.  A  meeting  convened 
for  the  purpose  of  recommending 
changes  in  the  provisions  of  the  Plan. 

PUm  or  NPIP.  The  National  Poultry 
Improvement  Plan. 

Service.  The  Animal  and  Plant  Health 
Inspection  Service,  Veterinary  Serv- 
ices, of  the  Department. 

State.  Any  State.  th»  Distrlot  of  Oo- 
lumbia,  or  Puerto  Bioo. 
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Waterfoivl.  Domesticated  fowl  that 
normally  swim,  sucli  as  ducks  and 
geese. 

[36  FR  23121,  Dec.  3,  1971.  as  amended  at  38 
FR  3038.  Feb.  1.  1973.  Redosipnated  at  44  FR 
61686.  Oct.  26,  1979;  59  FR  12805.  Mar.  18. 1994] 

Changes  in  this  subchapter  shall  be 
made  in  accordance  with  the  procedure 
described  in  this  subpart:  Provided, 
That  the  Department  reserves  the 

right  to  make  changes  in  this  sub- 
chapter without  observance  of  such 
procedure  when  such  action  is  deemed 
necessary  in  the  public  interest. 

i  147.43  General     Conference  Com- 
mittee. 

(a)  The  Oeneral  Conference  Com- 
mittee Chairperson  and  the  Vice  Chair- 
person shall  be  elected  by  the  members 
of  the  General  Conference  Committee. 
A  representative  of  the  Animal  and 
Plant  Health  Inspection  Service  will 
serve  as  Executive  Secretary  and  will 
provide  the  necessary  staff  support  for 
the  General  Conference  Committee. 
The  General  Conference  Committee 
shall  consist  of  one  member-at-large 
who  is  a  participant  in  the  National 
Poultry  Improvement  Plan  and  one 
member  to  be  elected,  as  provided  In 
paragraph  (b)  of  this  section,  ttom  each 
of  the  following  regions: 

(1)  North  Atlantic:  Maine,  New 
Hampcdiire,  Vermont.  Massachusetts. 
Khode  lUand.  Connecticut,  New  York. 
New  Jersey,  and  Pennsylvania. 

(2)  East  North  Central:  Ohio,  Indiana, 
Illinois.  Michigan,  and  Wisconsin. 

(3)  West  North  Central:  Minnesota, 
Iowa.  Missouri,  North  Dakota,  South 
Dakota,  Nebraska,  and  Kansas. 

(4)  South  Atlantic:  Delaware,  Dis- 
trict of  Columbia,  Maryland,  Virginia, 
West  Virginia,  North  Carolina.  South 
Carolina.  Georgia,  Florida,  and  Puerto 
Rico. 

(5)  South  Central:  Kentucky,  Ten- 
nessee, Alabama,  Mi.ssissippi,  Arkan- 
sas, Louisiana,  Oklahoma,  and  Texas. 

(6)  Western:  Montana,  Idaho.  Wyo- 
ming, Colorado,  New  Mexico.  Arizona, 
Utah,  Nevada.  Washington.  Oregon. 
California,  Alaska,  and  Hawaii. 

(b)  The  regional  committee  members 
and  their  alternates  will  be  elected  by 
the  official  delegates  of  their  respec- 


tive regions,  and  the  member-at-large 
will  be  elected  by  all  official  delegates. 
There  must  be  at  least  two  nominees 
for  each  position,  the  voting  will  be  by 
secrpt  Viallot,  and  the  results  will  be  re- 
corded. At  least  one  nominee  from  each 
region  must  be  from  an  nnderrep- 
resented  group  (minorities,  women,  or 
persons  with  disabilities).  The  process 
for  soliciting  nominations  for  regional 
committee  members  will  include,  but 
not  be  limited  to:  Advertisements  in  at 
least  two  industry  journals,  such  as  the 
newsletters  of  the  American  Associa- 
tion of  Avian  Pathologists,  the  Na- 
tional Chicken  Council,  the  United  Egg 
Producers,  and  the  National  Turkey 
Federation;  a  Federal  Register  an- 
nouncement; and  special  inquiries  for 
nominations  from  universities  or  col- 
leges with  minority/disability  enroll- 
ments and  faculty  members  in  poultry 
science  or  veterinary  science. 

(c)  Three  regional  members  shall  be 
elected  at  each  Plan  Conference.  All 
members  shall  serve  for  a  period  of  4 
years,  subject  to  the  continuation  of 
the  Committee  by  the  Secretary  of  Ag- 
riculture, and  may  not  succeed  them- 
selves: Provided,  That  an  alternate 
member  who  assumed  a  Committee 
member  vacancy  following  mid-term 
would  be  eligible  for  re-election  to  a 
full  term.  When  there  is  a  vacancy  for 
the  member-at-large  position,  the  Gen- 
eral Conference  Committee  shall  make 
an  interim  appointment  and  the  ap- 
pointee shall  serve  until  the  next  Plan 
Conference  at  which  time  an  election 
will  be  held.  If  a  vacancy  occurs  due  to 
both  a  regional  member  and  alternate 
being  unable  to  serve,  the  vacant  posi- 
tion will  be  filled  by  an  election  at  the 
earliest  regularly  scheduled  national 
or  r^onal  Plan  Conference,  where 
members  of  the  affected  region  have 
assembled. 

(d)  The  duties  and  functions  of  the 
General  Conference  Committee  shall  be 
as  follows: 

(1)  Advise  and  make  recommenda- 
tions to  the  Department  on  the  rel- 
ative importance  of  maintaining,  at  all 
times,  adequate  departmental  funding 
for  the  NPIP  to  enable  the  Senior  Coor- 
dinator and  staff  to  fully  administer 
the  provisions  of  the  Plan. 

(2)  Advise  and  make  yearly  rec- 
ommendations to  the  Department  with 
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respect  to  the  NPIP  budget  well  In  ad- 
vance of  the  start  of  the  budgetary 

process. 

(3)  Assist  the  Department  in  plan- 
ning, organizing,  and  conducting  the 
biennial  National  Poultry  Improve- 
ment Plan  Ctonferenoe. 

(4)  Recommended  whether  new  pro- 
posals (i.e..  proposals  that  have  not 
been  submitted  as  provided  in  §147.44) 
should  be  considered  by  the  delegates 
to  the  Plan  Conference. 

(5)  During-  the  interim  between  Plan 
Conferences,  represent  the  cooperating 
States  in: 

(1)  Advising  the  Department  with  re- 
spect to  administrative  procedures  and 
interpretations  of  the  Plan  provisions 
as  contained  in  9  CFR, 

(ii)  Assisting  the  Department  in  eval- 
natlng  comments  received  from  inters 
ested  persons  concerning  proposed 
amendments  to  the  Plan  provisions. 

(iii)  Recommending  to  the  Secretary 
of  Agriculture  any  changes  in  the  pro- 
visions of  the  Plan  as  may  be  neoes- 
sitated  by  unforeseen  conditions  when 
postponement  until  the  next  Plan  Con- 
ference would  seriously  impair  the  op- 
eration of  the  program.  Such  reo- 
ommendations  shall  remain  In  effect 
only  until  confirmed  or  rejected  by  the 
next  Plan  Conference,  or  until  re- 
scinded by  the  committee. 

(6)  Serve  as  a  fomm  for  the  study  of 
problems  relating  to  poultry  health 
and  as  the  need  arises,  to  make  specific 
recommendations  to  the  Secretary  of 
Agriculture  concerning  waars  in  which 
the  Department  may  assist  the  indus- 
try in  solving  these  problems. 

(7)  Serve  as  a  direct  liaison  between 
the  NPIP  and  the  United  States  Ani- 
mal Health  Association. 

(8)  Advise  and  make  recommenda- 
tions to  the  Department  regrarding 
NPIP  involvement  or  representation  at 
poultry  industry  Amotions  and  activi- 
ties  as  deemed  necessary  or  advisable 
for  the  purposes  of  the  NPIP. 

[38  FR  23121.  Dec.  3.  1971.  as  amended  at  40 
FR  1505.  Jan.  8.  1975.  Redesignated  at  44  FR 
61586.  Oct.  26,  1979,  and  amended  at  45  FR 
10316.  Feb.  15.  1980:  47  FR  21996,  May  20.  1982: 
50  FR  19900,  May  13. 1985;  59  FR  12805.  Mar.  18. 
1994:  61  FR  11525.  Mar.  21.  1996;  65  FR  8023. 
Fab.  17.  9000: 87  FR  8475.  Feb.  25. 8002] 


§147.44   Submittiiig,    compiling,  and 
distrllmiiug  proposed  CMBfes. 

(a)  Changes  in  this  subchapter  may 

be  proposed  by  any  participant,  Official 
State  Agency,  the  Department,  or 
other  interested  person  or  industry  or- 
ganisation. 

(b)  Bzcept  as  provided  in  f  147.43(dX2), 
proposed  changes  shall  be  submitted  in 
writing  so  as  to  reach  the  Service  not 
later  than  150  days  prior  to  the  opening 
date  of  the  Plan  Conference,  and  par- 
ticipants In  the  Plan  shall  submit  their 
proposed  changes  through  their  Official 
State  Agency. 

(c)  The  name  of  the  proponent  shall 
be  indicated  on  each  proposed  change 
when  submitted.  Each  proposal  should 
be  accompanied  by  a  brief  supporting 
statement. 

(d)  The  Service  will  notify  all  persons 
on  the  NPIP  mailing  lists  concerning 
the  dates  and  general  procedure  of  the 
conference.  Hatchery  and  dealer  par- 
ticipants will  be  reminded  of  their 
privilege  to  submit  proposed  changes 
and  to  request  copies  of  all  the  pub- 
lished proposed  changes. 

(e)  The  proposed  changes,  together 
with  the  names  of  the  proponents  and 
supporting  statements,  will  be  com- 
piled by  the  Service  and  issued  in  proc- 
essed form.  When  two  or  more  *i»y»n^r 
changes  are  submitted,  the  Service  will 
endeavor  to  unify  them  into  one  pro- 
posal acceptable  to  each  proponent. 
Copies  will  be  distributed  to  officials  of 
the  Official  State  Agencies  cooperating 
In  the  NPIP.  Additional  copies  will  be 
made  available  for  meeting  individual 
requests. 

136  FR  23121.  Dec.  3.  1971.  Redesigrnated  at  44 
FR  81S88,  Oct.  as.  1979,  and  amended  at  48  FR 
19007.  May  10. 1984] 

§147^  Oillclal  delegates. 

Each  cooperating  State  shall  be  enti- 
tled to  one  official  delegate  for  each  of 

the  programs  prescribed  in  subparts  B, 
C,  D,  E,  and  F  of  part  145  of  this  chap- 
ter in  which  it  has  one  or  more  partici- 
pants at  the  time  of  the  Conferonce. 
The  official  delegates  shall  be  elected 
by  a  representative  group  of  partici- 
pating industry  members  and  be  cer- 
tified by  the  Official  State  Agency.  It 
is  recommended  but  not  required  that 
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the  official  delegates  be  Plan  partici- 
pants. Each  official  delegate  shall  en- 
deavor to  obtain,  prior  to  the  Con- 
ference, the  recommendations  of  indus- 
try  members  of  Ms  State  with  respect 
to  each  proposed  change. 

C41  FR  48737,  Nov.  6, 1079.  Redesignated  at  44 

FR  61586.  Oct.  26,  1979.  and  amended  at  45  FR 
10317.  Feb.  15.  1980;  65  FR  8023.  Feb.  17.  2000J 

§147^  Committee   eonaideratioii  of 
pvopoeed  chanffes. 

(a)  The  following  five  committees 
shall  be  established  to  give  preliminary 
consideration  to  the  proposed  changes 
falUng  in  their  respective  fields: 

(1)  BgiT-type  chickens. 

(2)  Meat-type  chickens. 

(3)  Turkeys. 

(4)  Waterfowl,  exhibition  poultry,  and 
game  birds. 

(5)  Ostriches,  emns,  rheas,  and  casso- 
waries. 

(b)  Each  official  delegate  shall  be  ap- 
pointed a  voting  member  in  one  of  the 
committees  specified  in  paragraph  (a) 
of  this  section. 

(c)  Since  several  of  the  proposals 
may  be  interrelated,  the  committees 
shall  consider  them  as  they  may  relate 
to  others,  and  feel  tree  to  discuss  re- 
lated proposals  with  other  committees. 

(d)  The  committees  shall  make  rec- 
ommendations to  the  conference  as  a 
whole  concerning  each  proposal.  The 
committee  report  shall  show  any  pro- 
posed change  in  wording  and  the  record 
of  the  vote  on  each  proposal,  and  sug- 
gest an  effective  date  for  each  proposal 
recommended  for  adoption.  The  indi- 
vidual committee  reports  shall  be  sub- 
mitted to  the  chairman  of  the  con- 
ference, who  will  combine  them  into 
one  report  showing,  in  numerical  se- 
quence, the  committee  recommenda- 
ttoae  on  eaOh  propoeal. 

(e)  The  committee  meetings  shall  be 
open  to  any  interested  person.  Advo- 
cates for  or  against  any  proposal 
should  feel  tree  to  appear  before  the  ap- 
propriate conmiittee  and  present  their 
views. 

[SMt  PR  23121.  Dec  3,  1971  as  amended  at  41 
FR  48727.  Nov.  5.  1976.  Redesignated  at  44  FR 
61586,  Oct.  26.  1979;  65  FR  8023.  Feb.  17.  2000J 


§147.47  Conference  coneideratiop  of 
proposed  changM. 

(a)  The  chairman  of  the  conference 
shall  be  a  representative  of  the  Depart- 
ment. 

(b)  At  the  time  designated  for  voting 
on  proposed  changes  by  the  official  del- 
egates, the  chairm^in  of  the  General 
Conference  Committee  and  the  four 
committee  chairmen  shall  sit  at  the 
speaker's  table  and  assist  the  chairman 
of  the  conference. 

(c)  Each  committee  chairman  shall 
present  the  proposals  which  his  com- 
mittee approves  or  recommends  for 
adoption  as  follows:  "Mr.  Chairman. 
The  committee  for  Egg-type  chickens 
recommends  the  adoption  of  Proposal 

No.   ,  for  the  following  reasons 

(stating  the  reasons):  I  move  the  adop- 
tion of  Proposal  No.   A  second 

will  then  be  called  for.  If  the  rec- 
ommendation is  seconded,  discussion 
and  a  formal  vote  will  follow. 

(d)  Each  committee  chairman  shall 
present  the  proposals  which  his  com- 
mittee does  not  approve  as  follows: 
"Mr.  Chairman.  The  Conmiittee  for 
Egg-type  chickens  does  not  approve 

Proposal  No.   ."  The  chairman 

will  then  ask  if  any  official  delegate 
wishes  to  move  for  the  adoption  of  the 
proposal.  If  moved  and  seconded,  the 
proposal  is  subject  to  discussion  and 
voted.  If  there  is  no  motion  for  ap- 
proval, or  if  moved  bat  not  seconded, 
there  can  be  no  dlscnssion  or  vote. 

(e)  Discussion  on  any  motion  must  be 
withheld  until  the  motion  has  been 
properly  seconded,  except  that  the  del- 
egate making  the  motion  is  privileged, 
if  he  desires,  to  give  reasons  for  his  mo- 
tion at  the  time  of  making  it.  To  gain 
the  floor  for  a  motion  or  for  discussion 
on  a  motion,  the  official  delegate  in 
the  case  of  a  motion,  or  anyone  in  case 
of  discussion  on  a  motion,  shall  rise, 
address  the  chair,  give  his  name  and 
State,  and  be  recognized  by  the  chair 
before  proceeding  further.  While  it  is 
proper  to  accept  motions  only  from  of- 
ficial delegates  and  to  limit  voting 
only  to  such  delegates,  it  is,  however, 
equally  proper  to  accept  discussion 
from  anyone  interested.  To  conserve 
time,  discussion  should  be  pointed  and 
limited  to  the  pertinent  features  of  the 
motlcm. 
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(f)  Proposals  that  have  not  been  sub- 
mi  tted  in  accordance  with  §147.44  will 
be  considered  by  tlie  conference  only 
with  the  unanimous  consent  of  the 
General  Conference  Committee.  Any 
such  proposals  must  be  referred  to  the 
appropriate  committee  for  consider- 
ation before  being  presented  for  action 
by  the  conference. 

(g)  Voting  will  be  by  States,  and  each 
official  delegate ,  as  determined  by 
§147.45,  will  be  allowed  one  vote  on 
each  inroposal  pertaining  to  the  pro- 
prram  prescribed  by  the  subpart  which 
he  represents. 

(h)  A  roll  call  of  States  for  a  recorded 
vote  will  be  used  when  requested  by  a 
delegate  or  at  the  discretion  of  the 
chairman. 

(i)  All  motions  on  proposed  changes 
shall  be  for  adoption. 


0)  Proposed  changes  shall  be  adopted 

by  a  majority  vote  of  the  otdcial  dele- 
gates present  and  voting. 

(k)  The  conference  shall  be  open  to 
any  interested  person. 

[38  FR  23121,  Dec.  3.  1971.  am  amended  at  41 
FB  48737,  Nov.  S,  1976.  Redesignated  at  44  FB 
61086,  Oct.  26. 1979] 

S  147*48  Approval  of  conteenoe  vs^ 
ommennationa  by  tihe  Departmeat. 

Proposals  adopted  by  the  official  del- 
egates will  be  recommended  to  the  De- 
partment for  Incorporation  into  the 
provisions  of  the  NPIP.  The  Depart- 
ment reserves  Uie  right  to  approve  or 
disapprove  the  recommendations  of  the 
conference  as  an  integral  part  of  its 
sponsorship  of  the  National  Poultry 
Improvement  Plan. 
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PART  151-RECOGNITION  OF 
BREEDS  AND  BOOKS  OF  RECORD 
OF  PUREBRED  ANIMALS 

Definitions 

Sec. 

151.1  Deflnltlons. 

Cektific  ation  of  Purebred  Animals 

151.2  Issuance  of  a  certificate  of  pure  breed- 
ing. 

151.3  Application,  for  certiilcate  of  pure 

breeding. 

151.4  Pedigree  certificate. 

151.5  Alteration  of  pedigree  certificate. 

151.6  Statement  of  owner,  agent,  or  im- 
porter as  to  identity  of  animals. 

151.7  Examination  of  animal. 

151.8  Eligibility  of  an  animal  for  certifi- 
cation. 

BflCXXUanON  OF  BBBBD8  AMD  BOOKS  OP 
RBOOBD 

151.9  Reci  itinizHil  tireeds  and  hnoks  of  record. 

151.10  Recognition  of  additional  breeds  and 
books  of  reoord. 

151.11  Form  of  books  of  record. 

Authoriit:  19  U.S.C.  1202;  7  CFB  2Ja,  2.80, 
and  371.4. 

Definitions 

§1S1.1  Deflnitimis. 

Words  used  In  this  part  in  the  sln- 
emlar  form  shall  be  deemed  to  import 

the  plural,  and  vice  versa,  as  the  case 
may  demand.  As  used  in  this  part,  the 
following  words,  names,  or  terms  shall 
have  the  meanings  set  forth  in  this  sec- 
tion, unless  otherwise  clearly  indicated 
by  the  context. 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Adininistrator. 

Agent.  Custom  broker  or  other  person 
anthoriaed  to  act  as  agent  for  the  Im- 
porter or  ownor  of  an  animal. 

Animal.  Any  purebred  animal  im- 
ported specially  for  breeding  purposes 
except  a  black,  silver,  or  platinum  fox, 
or  any  fox  which  Is  a  mutation  or  t3rpe 
developed  therefrom. 

Anbnal  and  Plant  HeaWi  InapecHon 
Sewkse,  The  Animal  and  Plant  Health 
Lupecttcm  Service  of  the  United  States 
Department  of  Agriculture  (APHIS). 


Book  of  record,  A  printed  book  or  an 
approved  microfilm  record  sponsored 
by  a  registry  association  and  con- 
taining breeding  data  relative  to  a 
lai^e  number  of  registered  purebred 
animals  used  as  a  basis  for  the  issuance 
of  pediqree  certificates. 

Certificates  of  pure  breeding.  A  certifi- 
cate issued  by  the  Administrator,  for 
Bureau  of  Customs  use  only,  oertl^ring 
that  the  animal  to  which  the  certifi- 
cate refers  is  a  purebred  animal  of  a 
recognized  breed  and  duly  registered  in 
a  book  of  record  recognized  under  the 
regulations  in  this  part  for  that  breed. 

(a)  The  Act.  Item  100.01  in  part  1, 
schedule  1,  of  title  I  of  the  Tariff  Act  of 
1930,  as  amended  (19  U.S.C.  1202,  sched- 
ule 1,  part  1,  Item  100.01). 

Department.  The  United  States  De- 
partment of  Agriculture. 

Inspector.  An  inspector  of  APHIS  or 
of  the  Bureau  of  Customs  of  the  United 
States  Treasury  Department  author- 
ized to  perform  functions  under  the 
regulations  in  this  part. 

Pedigree  certificate.  A  document 
issued  by  a  registry  association  giving 
the  pedigree  of  an  animal  and  certi- 
fying that  it  is  registered  in  the  book 
of  record  of  the  association  issuing  the 
document,  and  containing  all  pertinent 
information  relating  to  the  registered 
animal,  .such  as  color  and  natural  and 
artificial  markings,  a  record  of  the 
name  and  address  of  the  breeder,  and 
the  name  and  address  of  each  subse- 
quent owner  of  the  animal. 

Port  of  entry.  Any  port  designated 
under  §92.102  for  birds,  §92.203  for  poul- 
try, §92.303  for  horses,  §92.403  for 
ruminants,  or  §92.503  for  swine  of  this 
chapter. 

Purebred.  A  term  applicable  to  ani- 
mals which  are  the  progeny  of  known 

and  registered  ancestors  of  the  same 
recognized  breed  and  for  which  at  least 
three  generations  of  ancestry  can  be 
traced:  Provided,  however.  That  in  the 
case  of  sheep  registered  on  the  ba.sis  of 
flocks,  the  term  is  applicable  to  ani- 
mals of  a  recognized  breed  which  origi- 
nate in  a  flock  for  which  available 
breeding  data,  as  shown  in  the  registry 
association's  records,   establish  that 
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the  flock  lias  been  in  existence  at  least 
ten  years. 

[2S  FR  10108,  Dec.  28.  1908.  as  Mneaded  at  24 

FR  2643,  Apr.  7.  1959:  26  FR  6072.  July  7.  1961: 
36  FR  23356.  Dec.  9.  1971;  54  FR  34968.  34970, 
Atag.  28, 1988:  56  FR  31562.  Avtg.  2. 1900] 

Certification  of  Purebred  animals 

1161.2  Issuaaeeof  aeertilleateof  purs 

breeding. 

The  Administrator  will  issue  a  cer- 
tificate of  pure  breeding  for  an  animal 
claimed  to  be  entitled  to  free  entry 

under  the  act  provided  the  require- 
ments of  the  regulations  in  this  part 
are  complied  with.  Such  certificate 
win  be  presented  to  the  owner,  agent, 

or  importer  who  in  turn  shall  present 
it  to  the  collector  of  customs  at  the 
port  where  customs  entry  is  made. 

[26  FR  6072.  July  7, 1961.  as  amended  at  54  FR 
84989,  Avtg.  28, 1960] 

§151^  Application  for  certificate  of 
pim  Draediii^ 

An  application  for  a  certificate  of 
pare  breeding  executed  by  the  owner, 

agrent.  or  Importer  of  an  animal  shall 
be  made  on  ANH  l-  orm  17-3;iB  (available 
firom  the  collector  of  customs)  before 
the  animal  will  be  examined  as  pro- 
vided in  §151.7.  Such  application  shall 
be  made  to  the  inspector  at  the  port  of 
entry  for  all  animals:  Provided,  hoW' 
ever.  That  the  application  for  a  certifi- 
cate of  pure  breedint?  for  dot^s.  other 
than  those  regulated  under  §92.600  of 
this  chapter,  and  oats  may  be  made  to 
the  inspector  either  at  the  port  of 
entry  or  at  any  other  port  where  cus- 
toms entry  is  made.  An  agent  shall 
show  the  inspector  written  authoriza- 
tion from  the  owner  or  importer  au- 
thorizing him  to  act  for  the  owner  or 
importer  in  connection  with  the  appli- 
cation for  a  certificate  of  pure  breed- 
ing. 

(Approved  by  the  Office  of  Mana^^ement  and 
Budpet  undfr  control  number  0579-0011) 

[26  FR  6072.  July  7.  1961.  as  amended  at  36  FR 
23356.  Dec.  9.  1971:  48  FR  57473.  Dec.  30.  1983; 
55  FR  81562,  Aug.  2. 1990] 

§  151.4  Pedigree  certificate. 

A  pedigree  certificate  for  an  animal 
of  a  breed  listed  in  §151.9  issued  by  the 
custodian  of  the  appropriate  book  of 


record  listed  in  said  section  and  on 
whidh  there  has  been  entered  in  accord- 
ance with  the  rules  of  entry  of  the  reg- 
istry association,  a  complete  record  of 
transfiarB  of  ownership  tram  the  breeder 
to  and  including  the  United  States  im- 
porter, or  a  complete  record  of  trans- 
fers of  ownership  from  the  breeder  to 
and  including  the  person  who  owns  the 
animal  when  it  is  imported  into  the 
United  States  and  the  name  of  the 
United  States  importer  (for  example,  a 
lessee),  shall  be  fnmlshed  by  th» 
owner,  agent,  or  importer  to  the  in- 
spector at  the  time  of  the  examination 
of  the  animal  as  provided  in  §151.7.  The 
inspector  will  return  the  document  to 
the  party  who  submitted  it.  A  verbatim 
translation  of  the  description  relating 
to  color  and  markings  shall  appear  in 
English  in  the  pedigree  certificate  for 
the  animal  or  in  a  separate  certificate 
appended  to  the  pedigree  certificate. 

^  FR  6072.  July  7, 1961] 

I1SL5  Altomtioii  of  pedigree  eectifl- 

cate. 

No  pedigree  certificate  which  in  the 
opinion  of  the  Administrator  has  been 
substantially  altered  will  be  accepted. 

[23  FR  10104.  Dec.  23,  1958.  as  amended  at  54 
FR  84969,  Aug.  28, 1989] 

§151.6  Statement  of  ownei^  agent,  or 
importer  as  to  identity  of  aiumaM. 

The  owner,  agent,  or  importer  who 
applies  for  a  certificate  of  pure  breed- 
ing for  any  animal  offered  for  duty-free 
entry  under  this  part,  shall  execute  on 
ANH  Form  17-338  a  statement  that  the 
animal  so  offered  for  entry  is  the  ani- 
mal described  in  the  j;>edigree  certlH- 
cate  ftimlshed  to  the  inspector  as  pre- 
scribed in  §151.4.  This  form  shall  be 
presented  to  the  inspector  before  the 
animal  and  pedigree  certificate  are  ex- 
amined as  iirovided  in  §151.7. 

136  FR  23357.  Dec.  9,  1971] 

§  151.7    Examination  of  animal. 

(a)  For  the  purpose  of  determining 
identity,  an  examination  shall  be  made 
by  an  inspector  of  each  animal  for 
which  free  entry  is  claimed  under  the 
act.  All  animals  shall  be  examined  at 
the  port  of  entry:  Provided,  however. 
That  dogs,  other  than  those  regulated 
under  §82.600  of  this  chapter,  and  oats 
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may  be  examined  either  at  the  port  of 
entry  or  at  any  other  port  where  cus- 
toms entry  is  made. 

(b)  The  owner,  agent,  or  Importer 
shall  provide  adequate  assistance  and 
facilities  for  restraining-  and  otherwise 
handling  the  animal  and  present  it  in 
such  manner  and  under  such  conditions 
as  in  the  opinion  of  the  inspector  will 
make  a  proper  examination  possible. 
Otherwise,  the  examination  of  the  ani- 
mal will  be  refused  or  postponed  by  the 
inspector  until  the  owner,  agent,  or  im- 
porter meets  these  requirements. 

(c)  A  pedisrree  certificate,  as  required 
by  §151.4  shall  be  presented  at  the  time 
of  examination  to  the  inspector  mak- 
ing the  examination  in  order  that  prop- 
er identification  of  the  animal  may  be 
made.  When  upon  such  examination  of 
any  animal,  the  color,  markings,  or 
otter  identifying  characteristics  do  not 
conform  with  the  description  given  in 
the  pedigree  certificate  and  the  owner, 
agent,  or  importer  desires  to  pursue 
the  matter  further,  the  inspector  shall 
issae  ANH  Form  17-419  to  the  owner, 
agent,  or  Importer,  and  shall  forward 
the  pedigree  certificate  for  this  animal, 
together  with  ANH  Form  17-419,  to  the 
Washington  office  of  APHIS  by  cer- 
tified mail.  A  determination  will  be 
made  by  such  office  as  to  the  identity 
of  the  animal  in  question  and  the  eligi- 
bility of  the  animal  for  certification 
under  §151.2.  The  pedigree  certificate 
will  be  returned  to  the  party  who  sub- 
mitted it  as  soon  as  such  determina- 
tion is  made.  Removal  of  an  animal 
from  the  port  where  examination  is 
made  prior  to  presentation  of  the  pedi- 
gree certificate  or  other  failure  to  com- 
ply with  the  requirements  of  this  para^ 
graph  shall  constitute  a  waiver  of  any 
further  claim  to  certification  under  the 
regulations  in  this  part. 

[26  FR  6072,  July  7,  1961,  as  amended  at  54  FR 
34970.  Aug.  23.  1989:  55  FR  81562,  Aug.  2,  1990] 

ft  151.8  EligibOitgr  of  an  animal  for  oer- 

tification. 

To  be  eligible  for  certification  under 
the  act,  an  animal  must  be  purebred  of 

a  recognized  breed  and  have  been  reg- 
istered in  good  faith  in  a  book  of  record 
listed  in  §151.9  and  must  not  have  been 


registered  on  inspection  without  regard 

to  purity  of  breeding. 

[23  FR  10104,  Dec.  23. 1958] 

RBCOONinoN  OF  Breeds  and  Books  of 
Record 

§151il  Ruffiognfaed  breeds  and  books 

oif  reooird* 

Breeds  of  animals  and  books  of 
record  listed  in  paragraphs  (a)  and  (b) 
are  hereby  recognized.  Recognition  of 
such  breeds  and  books  of  record  will  be 
continued,  however,  only  if  the  books 
of  record  involved  are  kept  by  the 
custodians  thereof  in  a  form  which  is 
reasonably  current  and  the  book  other- 
wise meets  the  requirements  of  this 
part,  in  the  opinion  of  the  Adminis- 
trator. When  a  registry  association 
which  publishes  a  book  of  record  that 
was  recognized  in  printed  form  ceases 
to  publish  the  book  in  such  form  and  in 
lieu  thereof  publishes  the  book  in 
microfilm  form,  the  recognition  of 
such  book  of  record  will  be  continued 
only  if  the  book  meets  the  require- 
ments of  this  part.  A  copy  of  each 
printed  volume  and  microfilm  record  of 
a  book  of  record  published  after  the 
book  is  recognized  under  this  part  shall 
be  sent  to  APHIS  immediately  fol- 
lowing such  publication.  All  books  of 
record  sent  to  the  Animal  and  Plant 
Hedd^  Inspection  Service.  United 
States  Department  of  Agriculture, 
shall  be  submitted  thiough  the  Veteri- 
nary Services,  Opwational  Support, 
4700  River  Road,  Unit  38,  Biverdale, 
Maryland  20737-1231. 

(a)  Breeds  and  books  of  record  in  coun- 
tries other  than  Canada.  Books  of  the 
registry  associations  listed  below  are 
recognized  for  the  following  breeds: 
Provided,  That  no  Belted  Galloway  cat- 
tle, horse  of  OrioUa,  Fjordhest  (for- 
merly known  as  Westland).  Holstein, 
Shetland  Pony  or  Welsh  Pony  and  Cob 
breed,  dog  or  cat  registered  in  any  of 
the  books  named  shall  be  certified 
under  the  act  as  purebred  unless  a  pedi- 
gree certificate  showing  three  com- 
plete generations  of  known  and  re- 
corded purebred  ancestry  of  the  par^ 
ticular  breed  involved,  issued  by  the 
appropriate  association  listed  below,  is 
submitted  for  such  animal. 
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Cattle 


Codt 


Nam*  of  brMd 


Book  of  ncord 


By  whom  puMslwd 


1101 

1112 
116 
1102 

1201 

1202 


AUanwy 


Ayrehire 


Gelbvieh  .. 
Guernsey 

do 


1301  Devon 

1302 

1109 

1104 

1113 
1203 

1204 

1105 
1106 
1205 

1206 

1207 

1208 

1303 
1304 
1305 
1209 


DeWod  QaMoway 


Galloway  ... 


1306 
1307 


FMPol  .. 
Stiorthoni 


Abefdean-AnguB  Hard  Book 


New  Zealand  Aberdeen-Angue 

Herd  Book. 
Mall  frngm  Hani  Book  


Africander  CaMa  Herd  Book 


Hard  Book  of  ttw  BaMwtek  of 
Guamsey  (AUamey  Branch). 


Ayrshire  Herd  Book 


 do  

Jaiaay  

 do  

Kerry   

 do   

Lincoln  Red 
Red  Danish 


Davy's  Devon  Herd  Book 


BeRad  Qaltoway  Herd  Book 


QaHoway  Hard  Book 


Herd  Book  of  ttie  Gelbvieh  .... 
Ei>glish  Guernsey  Herd  Book 


Herd  Book  of  the  BalMck  of 
Quamsay  (Qiiamaey  Branch). 

Haid  Book  of  Haralbid  CaMa 


Highland  Hani  Book 


Fifaach  RiMfvea  Blaniboak 


Nedertandsch  ftundvaa- 
Stamboek. 

jafBMif  Hani  Book  


Jersey  Herd  Book  of  United 
KIngdoni. 

British  Kerry  CaMa  Hard  Book  ... 

Kerry  Cattle  Herd  Book   

Lincoln  Red  Herd  Book  


Stambog  over  Koer  af  Rod 

Dansk  Malkerace. 
Stambog    over   Tyre   af  Rod 

Dansk  Malkerace. 
Register-Stambog  over  Kvaeg  af 

Ftod  Oansk  Maikaraoa. 


Coatoa'a  Hard  Book 


Aberdeen-Angus  Cattle  Society.  Hugh  R  Neilson  sec- 
retary, Pedigree  House,  17  Bon-Accord  Sg  Aberdeen, 
Scotland 

New  Zealand  Aberdeen-Angus  Cattle  Breeders'  Asaocia- 
dona  Poal  OfHua  Bon  83i  Iwrthgai  Naw  Zealand. 

Irish  Angus  Cattle  Society  Ltd..  John  L  Murphy.  Secraiaiy, 

Agriculture  House,  Kildare  Street,  Dublin  2,  Ireland. 

The  Africander  Cattle  Breeders'  Society,  under  the  super- 
vision and  authonty  of  the  South  African  Stud  Book  As- 
sociation. E.L  Househam,  secretary,  40  Haniy  St* 
Btoemfontein,  UnkNi  of  South  Africa. 

Royal  AMerney  AgricuNural  Sodely  (The  AMemay  Branch 
of  the  Royal  Guernsey  A  and  H  Society)  P  D  Sumner, 
secretary.  The  Bungalow,  Butes,  Alderney,  Channel 
IsJes. 

Ayrshire  Cattle  Herd  Book  Socie^  of  Great  Britain  and  lfa> 
tautd,  Jolw  Qrahani,  aaoratary,  1  Raoacoima  Rd.,  Aj/t, 

Scotland 

Devon  Ca;ile  Breeders  Society,  CyriJ  Ernest  Berry,  sec- 
retary coun  House,  The  Squarai,  Wivalaooinba,  Som- 
erset. England 

Dexter  Cattle  Society,  T.  S.  Pick,  secretary.  Manor  Farm, 
Stubfaa  Lane,  Lower  Klngswood.  Tadworth,  Surrey,  Eno> 
land. 

Belted  Galloway  Cattle  Society,  J  Campbol  Laing.  sec- 
retary. Galloway  Estate  Office.  Newton  Stewart, 
Wigtownshire,  Scotland, 

Galoway  Cattle  Society  of  Great  Britain  and  ireiand,  Oon- 
aM  M.  McQuoan,  oocralBry,  RougMiHB,  Daibaallak  Bod- 
land. 

American  GeKyvieh  Association.  10900  Dover  Street.  West- 
minster, CO  80021 

English  Guernsey  Cattle  Society,  J.  W.  Barker,  aeaataiy, 
Mappin  HoMaa.  Wkislsy  8t,  Oxloid  St.  tonden.  W.  1, 
England. 

Royal  Guamsay  AgdouNural  and  Hoiltoullurai  Booll^.  K 

C.  Le  Page,  secretary.  States  Arcada  BMoony,  8L  PMw 
Port.  Guernsey,  Channel  Isles. 

Hereford  Herd  Book  Society,  RJ.  BoiMoy,  aaci«l«y,  3 
Offa  St..  Hereford.  England. 

Highland  Cattle  Society  of  Scotland,  DonaM  Q.  Noble,  sec- 
retary, 17  York  PI.,  r>arti,  Soodand. 

Vamoniging:  "Hal  Frfoacti  Rundxa  Oiamboak,'  Dr.  J.  M. 
OIkstra.  secreiaiy,  Ztildorplain  2-6,  Laauwafdaiib  Tha 
Netherlands 

Vereeniging:  "Het  Nederiandsche  Rundvee-Stamboek.  "  H. 

W.  J.  Dekker,  Chief  Administrator,  Stadhoudera- 

pNnaoan  x%  vQiawowiaoa,  i  ne  HMnananoa. 
Royal  Jaiaey  Agrknjltural  and  HortfeuNural  Society,  H.  G. 

Shepard.  secretary,  3  Muteaster  St.,  St.  Helier,  Jersey, 

Channel  Isles. 

Jersey  Cattle  Society  of  the  United  Kingdom,  Edward 
Ashby,  seotaiaiy,  10  BkMmibuiy  Sq..  London.  W.  C.  1, 
England. 

BrtHsh  Kwry  CaMa  Sooialy,  R.  O.  HuU,  aaoraluy.  Tha 

Milestone.  Stanmore  Hill,  Stanmore,  MMdlesex,  England. 

Royal  Dublin  Society  Horace  H  Poole,  registrar.  Ball's 
Bndge,  Dublin.  Ireland 

Lincoln  Red  Cattle  Society,  W.  Dunnaway  secretary.  Agri- 
culture House,  Park  St.,  Lincoln.  England. 

De  Samvkkende  Danska  Landbotoraninger,  A.  WuM  Pa- 
denan,  sacraiary,  Vbidegada  72,  Odanaa.  Donmaik. 


Rad  Pol  CaMa  Social  of  Qvaai  BriMn  and 
A.  0.  Burton,  aacralaiy,  92  Prinoaa  St.,  tpawMi,  SidloR, 
England. 

Shorthorn  Society  Great  Britain  and  Ireland.  Arthur 
Qraanfialgh.  seaetary,  Victoria  House,  Soutfiampton 
nam,  Lonoon,  wiAi.  1,  engnaia. 
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Cattle— Continued 


Cods 

Name  of  breed 

Book  of  record 

By  wtiom  publistted 

1107 
1115 

1308 
1309 

Herd  Book  of  South  Devon  Cat- 
tie. 

MahSimmenialCaMe  Society  ... 

Sussex  Herd  Book   

Welsh  Black  CatUe  Herd  Book ... 

♦ 

South  Devon  Herd  Book  Society,  W.  G.  Turpitt.  secrotauy. 

16  ShMtNMM  n^.,  Newton  Abbot,  Devon,  England. 
Irish  Shnmemal  Cattle  Sociely  Ltd..  Springhlll  Camgtwohm, 

Co,  Cork,  Ireland. 
Sussex  Herd  Book  Society,  A.  G.  Holland,  secretary,  17 

Devonshiro  Si   London,  W.  1,  England. 
Welsh  Black  Cattle  Sodely.  G.  WiNams  Edwards,  eso- 

ralMyt  13  Bingof  SL«  CMRmvoiit  No.  Wilso. 

Horses 


Gods 


of 

Afibiwt  

 do   

 do  ^ 


By  wlMNn  pubMwd 


2201 

2202 
2203 
2204 

2206 


.do 


2304 
2101 


2102 

2210 

2301 

2211 
2212 

2112 
2103 
2104 


Arabian 


CltMlMMlB^r 


CrioUa 


Fjordhest  (formerty 

known  as 
WestUnd). 


Ant>  Mono  Slud  Book 


Polska    Ksiega    Stadna  Koni. 

Arabskich  Czystej  KnaL 
General  Stud  Book  

Reglstro^tatricula  do  CoboHoe 
de  Pure  Sangre. 


Stud  Book  Argentino 


Stud  Book  Francais  Regisire  des 
Chevaux  de  Pur  Sang. 


Slud  Book  do  Vonszusla 


The  Arabian  Stud  Book.  (Reo 
ognition  of  this  book  will  tie  re- 
stricted to  Arabian  horses 
wNch  originate  lor  importation 
in  Saudi  Arabia,  or  trace  to 
pure  Arabian  stock  of  that 
country ) 

Russian  Arabian  Stud  Book  of 
Moscow,  Unkm  Of  Soviet  So- 
ciaiiot  RepuMfcff 

Slud-Bock  dso  Chowaux  de  TraH 


Oovoiwid  Boy  Slud  Book 


ClydBBdrio  Skid^ook 


"Registre  Definitivo  Secckxi"  de 
Registro  Qenoohigtoo  pom  la 
RazaCrkiila. 

StomlKik  over  rjoidheet  

Haokney  Skid  Book   


MofA  Skid  Book 


Slud  Book 
do 


fdiMllMMil  Plniuj  CtiM*  DfirA 

Qimeno  ruiy  OMjonxxm 


The  Arab  Hofoo  Sodsfyt  Col  R.  C.  do  V.  AoMn,  socraloiyi 

Beechniead,  Rowledge.  Famham.  Surrey.  England. 
Towarzystwo     Hodowll     Konia     Arattsktego.  Maria 

Brykc^ynska,  secretary,  Krano  1w.  Sarego  2,  Poland 
Weatherby  &  Sons,  15  Cavendish  Sq.,  London.  W.  1,  Eng- 
land. 

Jefatura  de  Cria  Cabalar  y  Renmnta,  Don  Manuel  Diaz 
Cakleron.  Secretario  Stud-book,  Ministerio  del  E^erdto, 
MadrM,  Spahi 

Ministerio  de  Hacienda  de  la  Nacion,  Loteria  de 
Beneficencia  Nactonal  y  Casinos,  Rk:ardo  A.  Maestri, 
Jefe.  Av.  Libertador  Qenerai  San  Martin  4101,  Capital 
roderal,  RspiMtea  Ai^gonlhM. 

Commission  du  Studbook  Francais  de  Pur  Sang,  M.  Ma^e 
Sencier.  Inspecteur  General.  Chef,  Seraioo  doo  Haras, 
Ministere  dt  rAgrtouNura.  78  fua  da  Vaiama  (7),  Paris, 
France. 

kialliilo  NadOMl  da  llpodRNnoa«  Joigo  OoH  Nunaz,  Jsia, 

HipodrorTK)  "La  Rirtcortada."  Caracas.  Venezuela. 
The  Arabian  Horse  Ckjb  Registiy  of  America,  Inc.,  Hemy 
B.  Baboon,  aoontaiy.  120  So.  La  Sals  81,  CMoago  3. 
w. 


Ministry  of  Agriculkire  USSR.  Al-Union  Research  Institute 
Of! 


1  Royale  n«  Chowri  da  TraH  Botga."  Edgaid 

Bedoret,  Secretaire  gsnaiai.  46a  nia  da  rEouyar,  Biua- 

sels,  Belgium 

Cleveland  Bay  Horse  Society  OsiA-aid  Welford,  secretary, 
The  Angelus,  Roxby.  Staithes,  Saltt>um,  Yorkshire.  Eng- 


Clydeed^  Horse  Society  of  Great  Britain  A  Ireland.  Rob- 
ert Jarvis,  secretary.  19  Hilington  Gardens.  Glasgow. 
S  W  2  Scotland 

Sociedad  Rural  Argentina,  E.  F.  Garay.  Gerente  Tecnico. 
FkNfda  400.  PiMHMMi  Atoas.  ArasnlbyL 

StaMNW  Stambokkontor.  Amo  Hogstad.  Stalans 
StaniboklOrar,  Muniwdanisvalan  36  VI,  Oslo,  Noraiay. 


Hackney  Horse  Society.  R.  A.  Brown,  secmlaiy,  16 

ford  Sq.,  London.  W.C.  I.  England. 
Vaiband  dof  ZucMif  daa  HsMalnar  Pfsidoa  a.  v.,  Itoir  H. 

Horstmann,  GaachalliMNaf,  Noslafaanda  93*  Eknahorn. 

Germany. 

North  Amencan  Morab  Horse  Ass  j.  dt  cn,  Inc.,  W  3174 

Fero  Springs  Road.  Hitbert,  Wl  &4129 
British  Percheron  Horse  Society,  A  E  Vyse,  secretary. 

Owon  Wsbb  House,  Qrasham  Rd.,  Cambridga,  England. 
Sodete  1  Hlppk|ue  Perehsranna  da  Ranoa.  E.  Lamarla, 

secretaire  general    7  me  VsMs  OalB  1.  Nogsntlo 

Roirou  IE-&-L),  France- 
Shelkinri  Pony  Stud- Book  Society,  Ttiomas  H.  F.  MytSS. 

secretary.  61  George  St..  Perth.  Scotland. 
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Horses— Continued 


Ccxto 


Maim  o(  breed 


Bookotraoofd 


BywHompubisiMd 


2106 
2106 
2213 

2214 
2215 
2216 
2217 
2216 
2219 

2220 
2221 


Shim... 
Suftok 


...do 
.do 
..do 
..do 
..do 


Thoroughbred 


.do 
do 


..do 


2226 


..do 


2233 

2294 

2235 


do 

do 

.do 


Shim  HoiwSlud  Book 


AwMhn  Stud  Book 


Stud  Book  de  Chile  

Stud  Book  de  Venezuela 
New  Zoalend  Stud  Book 


Registro-Matricula  dO 
de  Pura  Sangre. 


StaJd  Book  Fiencole  RogMre 
ChevauR  do  Pur  Seng. 


Libre  Genealogk»  doi  CavaM  di 

PuroSengue. 
Regiolm  dee  ChOMUx  de  PUr 


Stud  Book  Penieno 


American  Stud  Book.  (Recogni- 
tion ot  this  book  will  be  re- 
slncted  to  Thoroughbreds  im- 
ported 88  foHows:  (a)  Morses 
bied  or  bom  in  the  United 
BMec,  ali!0ped  to  e  foreign 
country  and  returned  to  this 
country;  (b)  horses  bred  or 
born  in  Great  Britain,  Northern 
Ireland,  Eire,  or  France, 
whose  pedigrees  trace  wholly, 
or  in  part,  to  hofaes  bred  or 
bom  In  ihe  United  States;  (c) 
horses  from  cxjuntries  where  a 
book  of  purebred  registration 
for  Thoroughbreds  does  not 
exiat;  or  (d)  horaea  previously 
oeriRiea  tot  envy  unoe*  me  eci 
ard  for  which  Certifkates  of 
Foreign  Registratron  were 
issued  by  The  Jockey  Club  of 
New  York,  and  iMhk;h  were 
aubaequenHy  exported  to  any 
country  and  ratumed  to  the 
United  States  with  such  certtfi- 

Aligemetnes  deutsches 
QaotobuehforVoHbkit 


Bkid  Book  Uniguayo 


Tlie  General  Stud  Book  ot  South 
AMca. 


SNre  Horse  Society,  A.  Q.  Ilolwd,  IMralaiy.  17 

shire  St.,  London,  W.  1,  England. 
Suffolk  Horse  Socle^/  Raymond  Keer.  aacralWy.  6  CIWGh 

St.,  Woodbndga,  Suffolk.  England. 
AustreMn  Jockey  Ckib  and  Vtotoila  Raeh«  Cfab^  W.  JL 

McFadden.  Keeper  of  lha  Skid  Book,  6  Blgh  St.  Syd> 

ney,  N.S.W.,  Australa. 
Weatheriiy  &  Bona.  15  CaMndM  Bq.,  London.  W.  1.  Eng* 

land. 

The  Jockey  Cfob  of  Jameica.  Mies  L  Pike,  aacwlaiy,  10 

Duke  St.  Kingston.  Jamaca.  B.W.I. 
Ckjb  HIpico  de  Santiago,  Alejandro  Otx>ler»sky  Dadian, 

Jefe  de  Stud-Book.  Casilla  3674.  Santiago  Chile 
Inatiluto  Nactonal  de  Hipodromos,  Jorge  CoU  Nunez.  Jefe. 

HIpodromo  la  Rkiconada."  Caracaa.  VOnaiuila. 
New  Zealand  Racing  Conteranoe,  A.  M.  McBealh,  aeo* 

retary,  P.O.  Box  1430,  Wellington.  C,  1.  New  Zealand. 
Jefatura  de  Cria  Cabelar  y  Remonta   Don  Manuel  Diaz 

CaUeron,  Secretarlo  Stud-book.  Mimsteno  del  Ejercito, 

MadrM,  Spain. 
Commiaiton  du  Staidbook  Francais  de  Pur  Sang.  M.  I 

Sender,  kMpadaur  Oanaral,  Chef,  Ban 

fuiinistere  da  rAgrfoUHwa.  76  nia  da  Varanna  (7),  Pwla. 

France. 

Jockey  Club  ttaliano.  Gen.  Federtoo  QMdk 

Corso  VMorto  Emanuele  87.  Rome.  IMhr. 
Jockey-Ckib  da  BelgiqMa.  LL  OoL  Baion 

Zuylen  van  Nyevelt,  SeciaWre  jawaial.  1 

Brussels  4,  Belgium. 
Jockey  Club  Brasileiro,  Ricardo  Xavier  da  Silveira,  Oirekir 
do  Stud  Book,  Av.,  Rio  Branoo  187.  Rio  da 


Jockey  Club  del  Pera,  AKierto  i 

Union  1066.  Lima,  Peni. 
Ministerio   de   Hacienda   de   la   Nack>n,   Loteria  de 

Benefk:encia  r^adonal  y  Casinos.  Ricanto  A.  Maaitri, 

Jete.  Av.  Ubertador  General  Ban  Madbi  4101,  0^M 

Federal,  Repubttca  Aigerilkia. 
The  Jockey  Club.  Mm.  L  Brannan,  Registrar,  300  Paik 

Ave..  New  Yoric  22.  N.Y. 


und  Reruien, 
100, 


6 


Cotogna 
100,  Ra> 


Direktonum  fur  VoUbkitzucht 

weidenpesch,  Rennbahnaka 
pubic  of  Qemtany. 
Jefe  del  8kid  Book  Uniguayo,  Joee  C.  Frigedo,  Head.  Uni- 

guayan  Jockey  Club,  Montevideo,  Uruguay 
The  Jockey  Club  of  South  Africa,  Box  3409,  Johannes- 
buig.  IMon  of  Boulh  Akksa. 
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Horses— Continued 


Cod* 

Nmm  of  bfood 

Btf  whom  BubWiMl 

Zi  i3 
2303 

2240 

Welsh  Pony  and  Cob 
WielkopoWdch  

^r»-«»tj.m-fcl.jri.  jair  ^**.  gal  ^^rt  nir 

Welsh  Stud  Book    

Kaiaga        Stadra  KonI 

Amencan  iiBKenner  Assocunion,  cws  wowemoer  uuiei 
Reston,  VA  22091. 

Welsh  Pony  &  Cob  Society,  J.  A.  George,  secretary.  Of- 
fices of  the  Royal  Welsh  Agricultural  Sooi*^,  Quaon^ 
Rd>i  Aboiyalwytht  CMdfganliMnii  Woloa. 

Wkmi  Blood  «  FUi  Blood  Oi—dwa  of  llw  GiMI  PoMh 
Hon**.  PidwMU  14.  oe-1se  Whmmt,  Poland. 

ASSES 

Cod* 

Nun*  of  bi**d 

Bookof  raoQid 

By  wtwni  pubMwd 

3001 

Jack  and  Jennet  Section  of 
Stud-Book       ou  Livre 
fiMflalBolaua  daa  AntanuK 
MUhmiMB  dti*  Poiou. 

Societe  Centrale  d'Agriculture  des  Deux-SeviW  R.  Mllti- 
nol,  Secrataire,  Cita  AdmMstrativa.  rue  Du0u**Gln,  NhMt 
(DeuihBowiM),  Franc*. 

Sheep 

Cod* 

Namsof  braad 

Book  of  loooid 

By  wtMMn  pubNahad 

4101 

4102 
4108 

4104 
4201 

4aoe 

4106 

420S 

4106 

4107 

4204 

4108 

4205 
4206 

4207 

4218 

4206 
410B 

Cowlodil*  .  

Ooiwi  Hon) 

KMorRomnay 
Mmh. 

K*ny  HHI  »». 

Lincoln  •••••«■•«•*■•«••«•*•■•- 

OmIwU  Down  »..>..  

RomnoyMarah  

Ryeland  

 do    

Sulfolc  

W«nsl«ydale  

Chovtot  Shsop  FkKk  Book 

Flock  Book  for  ConM*!*  Sh**p 

in  Australia 

Corhedale  Flock  Book  (New 
2*il*nd9- 

DOf**l  nOfn  riOGR  BOOK  .^-^^.u.. 

Hamaahlm  Dmiin  Fkidc  Book  ... 

KanI  Of  Ronnoy  Itanh  Fkiok 
Book. 

K*ny  Hill  Flock  Book 
Lato**l*f  piq^i^  Book 
Rock  Book  Of  Uncoki  Longmnol 

Flock  Book  of  OMfofd  Down 

Sheep. 

New  Zealand  Romnay  Mareh 
ROck  Book. 

Ryeland  Rock  Book   

Shropehira  Rock  Book  ...  

Southctown  Sheep  Society  of 
Now  Z**l*nd  (Inc.). 

Wensieydale  Longwool  Sheep 
Flo^c  BogIl 

Society  of  Border  Lek:ester  Sheep  Breeders,  Robert  Jarvts. 
secretary.  Room  273.  93  Hope  St.,  Glasgow.  C.  2.  Scot- 
land 

Cheviot  Sheep  Society,  Guy  H.  Annstrong,  sacretaiy, 
uuiiNiwiuai  nariK  Bnga.)  nwnui,  aooaano. 

The  Australian  Cofriedale  Associatkxi,  H.T.C.  WoodfuM, 

secretary.  Royal  Showgrour>ds,  Epsom  Road,  Ascot 

Vale,  W.  2,  Victoria.  Australia. 
The  Contodale  Sheep  Socioty,  Inc.,  C.  H.  Lawrence,  aao- 

ralMy.  154  HarafONi  St.  CtMWchurch.  N*w  Z*aland. 
Donat  Horn  Shoap  Bwodaia*  Aaaodatton,  E.  F.  B.  laicaa, 

secretary.  Bank  Chambers,  Doicheeter.  Dorset,  England. 
Hampshire  Down  Sheep  Breeders'  Association  Miss  Ooria 

M.  Stanbury,  secretary,  36  Endless  St.,  Salisbury,  Wilts., 

England. 

Kant  or  Romney  Marsh  Shaap-Braadars'  Aaaociatton.  (3. 
W.  Tuffrey,  secretary,  Statton  Rd.,  Ashfofd,  Kent,  Er)g- 
land 

Kerry  Hill  (Wales)  Fk)ck  Society,  Ralph  P.  Evans,  sec- 
retary, do  The  RadnofaMn  Ca.  Udl.  KMg|Moi|> 
Radnorahira.  Walaa. 

Laiaaalar  Shaao  riiaarkiia'  OsMfilaiinn  P.  fiu  iUidnaiL 
secretary.  The  Exoliang*.  EMhang*  8t.  OfMWd,  E. 
Yorks.,  England. 

Lincoln  Lor)gwool  Sheep  Breeders'  Association,  Brian 
Sh*li*y,  aaoalafy,  Waalminatar  Bank  Chambers.  8 
GuMhai  81.,  Unooki,  Enj^and. 

Oxford  Down  Sheep  Breeders"  Association,  Mrs  L.  1.  Dea- 
con, secretary,  Thornyfields.  Billing  Rd.,  Brafield-on-the- 
Green,  rtorthampton.  England 

New  Zealand  Ronwiay  Marsh  Shaap  Braadars'  Aasoda- 
Hon,  Irtc.,  R.  J.  J.  Canpball,  aaciaiaiy,  117  KbnboNon 
Rd.,  Feilding,  New  Zealarwl 

Ryeland  Flock  Book  Society  Ltd  .  P.  J  Hoskins  secretary, 
2Vj  King  S'    Hereford,  tngland. 

Shropshire  Sheep  Breeders  Association  and  Fkick  Book 
Society.  Ivor  Guy  f^anseli.  secrelaiy.  Ool*0*  HN, 
Bhiawabury.  Stifop*Mre,  England. 

BouMown  Shaap  Bodety,  Inc..  R.  Q.  Noakaa,  aacretary, 
Westways,  Barming  Woods  Maidstone,  Kent,  Er>gland. 

The  Southdown  Sheep  Society  of  New  Zealand  (Inc.),  S.  1. 
f^cKenzic,  secretary.  A  M  P.,  ChMrtMN*.  14  Biwidway. 
Paknacskm  Nor:lh.  New  Zealand. 

SulMk  Shaap  Society.  Hany  A.  Byford,  sacralary,  30  Mu- 
seum St..  Ipswich,  Suffolk,  England 

The  Wensieydale  Longwool  Sheep  Breeders'  Association, 
W  Dickinson,  secretary,  "GaiMMl."  CtlWOll  WUk, 
UlvecBkNt.  Lancashire.  England. 
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iliniiad 

Codt 

NuM  of  bnad 

Bv  whom  DuHliiiad 

WW  www  TCMV  ■  pMBWve^n  aw 

4001 
4002 

VMMi  VMogntawl 

tUmmm. 



rnCR  BOOK  lOr  BIMn  BIMOa  01 

Stwop  ki  AiMtaHt. 
Naw  Zealand  FlBdc  Book   

Australian  docMy  of  Braedara  of  BriMi  Bhaap^  H.T.a 

Woodfutl.  secretary.  Royal  Show  Groundi,  EpMm  Rd^ 
Ascot  Vale.  W.  2,  Victoria.  Australia. 
New    Zealand    Sheep    Breeders'    Association,    H  M. 
Skidhokna,  aaciMaiy.  P.O.  Box  8002.  Addkigion.  Chrial- 
chmohi  Maw  ZaalMid. 

GOATS 

Cod* 

riwns  Of  ofMO 

Book  of  Bacoid 

By  wtmn  pubHahad 

5001 

Saanen  and 
ToQQanbuiQi 

British  Goat  Society  Herd  Book 
(Saanen    and  ToggMbuig 
Sactkms). 

British  Goat  Society,  Miss  M.F.  Rigg,  secretary,  Diss,  Hot^ 
folki  England. 

Swine 

Code 

Name  of  breed 

Book  of  record 

By  wtiom  publistied 

6001 
6002 

-  ■  ■  -    ■  — 1 
Irish  Large  While   

Berkshire. 

Gloucestershire  Old. 

Spots  . 
Large  Black. 

Herd  Book  of  Irish  Large  White 
PIgB. 

■  *  ■  ■»  *-      *  "       M.a   Mt  a  Otam 

nera  dook  ov  w  NaBorai  ng 
Bnaadan'  Aaaoeialkin. 

Royal  Dublin  Society,  Horace  H.  Poole,  registrar.  Ball's 
BrtdU.  DubNn.  Irolimd 

•viawHVa  ■#vaa#OTaif  iw^Hinw 
*a-^  >  ttba  nrfriaaiM*   i«TiiilMiHnn    C  A    **^lr^  mma^^mm^ 

mnonBi  inp  mwmsmw  ABKianiiint  c^uia  wsnii  MKSmBiyt 

AH  ^Im— riflni  Bel     Mfaiinaiffi   UmAb    ffiii JmiiiI 

Middle  White  

Tamworth. 

British  Saddleback 

... 

OOQS 

The  Working  Kelpie  Coundl  Ni 

tional  Stud  Book. 
Boxar-ZbcMbuoh  

Teckel-Stafnnit)uch  

FoKhound  Kdnnel  Skid  Book  ... 
WWah  Hound  SkJd  Book ...  


ZHCMbuch      fur  dautiche 
Behatodwnde  (SZ) 

Zuchlbuch  fur  Deutsche  Doggen 

Australian  Greyhound  Stud  Book 

Greyhound  Stud  Book  

Iriah  Greyhound  Stud  Book  

Skid  Book  ... 

Zucht-  ur>d  Kort)uch  

Bemhardiner-ZucMbuch  


Name  of  bread 


Bw  iwtmni  maiiaiiad 


Auattalan  KM0la 

BoKor  

Dachshund   


Foxhound 

.do  — 


Qerman  Shepherd 

Great  Dane   

Graytxiund  


 do   

 do  

I  lanlac  and 

Rottweiler  . 

St.  Bernard 


The  Working  Kelpie  Cound,  PjO.  Bqk  ESI  8t . 

ney  2000,  Australia. 
BomrMub      V.  Sllz  Munohan,  Bemhanf  Sohmii. 

President,  38  Otkerstrasse.  Munchen  9,  Gennany. 
Deulscher     TackalkkJb     e.     V.,     Josef  Chateau, 

Stammbuchfuhnr,  ValondBi/Rhaki,  Haus  HhakwIwlBr. 

Gennany. 

MaalofS  of  Foxhounds  AaaooMon,  U  Col.  J.  E.  S. 
Chambertayne,  Hon.  aaorMwy,  51  Vidoda  St,  London. 

S.  W.  1 ,  Er>gland. 
Welsh  Hound  Association  IsLvyn  E.  E.  Davies.  Hon  sec- 
retary, Berthddu,  Llandinam.  Montgomeryshire.  East 
Wales. 

Veraki    kjr    daulacha    Schafertwnda  (8V). 
Kremheknef,  Hauptgeschallsklhror, 

Schnarrbrij"nfin  4,  .Augsburg  5,  Germany. 
Deutscher    Doggen-Club,    Richard    Staadt.  Prasident, 

Elterstrasse  25,  Solingen-Ohligs,  Germany. 
The  Australian  and  New  Zealand  Greyhound  AaaooMlen, 

Robert  «fot)n  MaMfnant,  aacratsfy,  349  CoMna  St.,  Ma^ 

bourt^e  C  1,  Australia 

National  Coursing  CluD.  Sydney  H.  Dalton.  secretary.  Col- 
lege Hill  Chambers  London  E  C.  4.  England 

Irish  Coursing  Club.  Miss  K.  Butler,  secretary.  Davia  Rd, 
CkmnolL  Oo.  TIppMaiy,  iMtand. 

Associatton  of  Masters  of  Harrion  and  Beagles,  J.  J.  Klifc- 
patrick,  Hon.  secretary.  East  Wing,  Kirllington  Park.  Ox- 
ford. England. 

Allgemeiner  Ooutacher  Rottweiler-Klub,  Mrs.  Josephine 
Riebto.  SokwMn.  VofaMgataM*  5.  SlullgwHWM. 
Germany. 

St.  Bemhaidoklub  %.  V.,  FMnz  HiwhoiMlna, 
Zuchtbuchkdirar,  Baigmannskasae  35,  Munohen  12. 

Germany. 
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Dogs— Continued 


Cod* 

Nwiw  ol  bKMd 

Book  of  record 

9f  wrtwfn  puHWwd 

7001 

7ooe 

70Q3 

7004 
7006 
7006 
7007 
7008 

Various  recognized 

••••••do  *••«•»•••••«•■•••••«•••- 

••*•**•*•**•••••••«•••-• 

Irish  Kennel  Club  Stud  Book 
Kennel  Club  Siud  Book  

Livre  des  Orlgines  de  la  Societe 

1  RoyaJe  Saint-Hubert 
Norek  Ksnneldubs  Stainbok  

Zuchttxjch  dM  Nub  fur  Tentar 

e.  V. 

Schweizerisches  Hunds- 

Stammbuch. 
ovMNNB  ivHiiweBuooene  neg- 

litec* 

Irish  Kennel  Club,  Miss  Maud  C  Fox.  secretary,  23  Eden 

Quay,  Dublin,  C,  8,  Ireland 
English  Kenr>e4  Club.  E.  Holland  Buckley,  secretary,  1-4 

Ctaurgae  St.  Pkxadlily,  London,  W.  1.  EnglaiMl. 
OocleO  1  CmMIo  CaniM  pour  rAmoikmlon  dM  Rmm 

de  CMens  en  PVwice,  Ool.  ftaoul  Mooto,  DffWiMf 

Administrateur  3  Rue  de  Choiseul.  Paris  2,  France. 
Societe  1  Royale  Samt-Huberl,  R.  WUkxxj.  Secretaire  1, 

391  Chaussee  Samt  Pierre,  Brussels  4,  BslghMn. 
Norak  Kennel  Klut>,  Oiaf  A.  Roig.  seorslsry.  Bfom 

rsrii  winsgsie  lo.  (JMO,  rwm&f. 
Klub  fur  Terrier  e.V.,  Withelm  Vahle,  Sekretar.  Schoiw 

Aussicht  9,  Kelsterbach  b  FrankfunMain,  Germany. 
Schweizerische  Kynoksgischen  Gesellschaft,  Carl  Wrttwer, 

secroiary,  OsBBtraJBe  64,  Kikiibsfg/Zurich,  Switzeriand. 
Svsnska  KannsMubbsnt  Iwi  8(Mdni|>,  ssGrslsiy« 

Lhrnagalan  25,  StocMwfen  04,  SiwsdoiL 

Cats 

Cods 

NaiMofbivMl 

Book  of  reoofd 

By  tMham  puMahsd 

8001 

Long-haired  and 
short-haired 

The  Governing  CouncH  of  tho 
Cat  Fancy  Stud  Book. 

The  Qowsming  Council  of  the  Cat  Fancy.  W.A.  Hazeldine, 
secretary,  1  Roundwood  Way,  EJanstead,  Surrey,  Eng- 
land. 

(b)  Breeds  and  books  of  record  in  Can- 
adct—il)  Artlmais  generaUy.  The  books  of 
record  of  the  Canadian  National  Live 

Stock  Records,  Ottawa,  Canada,  of 
which  F.  G.  Clark  is  Director,  are  rec- 
ognized for  the  following  breeds:  Pro- 
vided, That  no  animalB  regristered  in 
the  Canadian  National  T.ive  Stock 
Records  shall  be  certified  under  the  act 
as  pui'ebred  unless  such  animals  trace 
only  to  animals  which  are  proved  to 
the  satisfaction  of  Veterinary  Services 
to  be  of  the  same  breed:  Provided  fur- 
ther. That  no  Dexter  cattle,  Karakul 
sheep,  Alpine  goat,  Nubian  goat,  or 
horse  of  the  American  Saddle  Horse. 
Arabian.  Canadian,  Morgan.  Shetland 
Pony  or  Welsh  Pony  and  Cob  breed  in 
Canada  shall  be  certified  under  the  act 
as  purebred  unless  a  pedigree  certifi- 
cate showing  three  complete  genera- 
tions of  known  and  recorded  purebred 
anceslary  of  the  particular  breed  in- 
volved, issued  by  the  Canadian  Na- 
tional Live  Stork  Records,  is  sub- 
mitted for  such  animal. 


Code 

Nameofbreed 

Code 

Name  of  bread 

Cattle 

1108 

Aberdeen,  AflQUS. 

1210 

Ayrshire. 

1111 

Highland. 

1110 

BalgianBlus 

1211 

DflvHil  ovnWk 

1214 

Jofssy. 

Code 

Name  of  breed 

Code 

Name  of  breed 

1212 

Canadian. 

1311 

Lincoln  Red. 

1310 

Dexter. 

1312 

RedPolL 

1109 

Galloway. 

1313 

SiMNlhORI. 

1114 

Gelbvieh 

1213 

Guamssy. 

HOUSES 

2227 

Amadcan  Saddto 

2100 

PMdMfon* 

2228 

norse. 
Arabian. 

2304 

Shetland  Pony. 

2107 

Belgian  Draft. 

2110 

Shira 

SufMk. 

2229 

Canadian. 

2111 

ThorougMmd. 

2106 

Clydesdale. 

2232 

Welsh  Pony. 

2230 

Ilaokfwy. 

2306 

andColi. 

2236 

Mofigan. 

Sheep 

4110 

DBCKiace. 

4115 

Lincoln. 

4111 

ChevkJt. 

4116 

Merino 

4112 

Comedale. 

4213 

Oxfofd  Down. 

4113 

CoiawokL 

4117 

RantbouHsl. 

4200 

Dorset  Horn. 

4214 

Ry«land. 

4210 

Hampshire. 

4215 

Shropshha. 

4211 

Karakul. 

4216 

Southdown. 

4212 

KanyHUL 

4217 

SuHoft. 

4114 

Laicaalor. 

Goats 


Alpine. 

Angora. 

Nubian. 

Saanen. 

Toggsnbuiig. 
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CodB 


Nmiw  of  iNMd 


Cocte 


Nmiw  of  braod 


Swine 


6003 


Bafkihire. 

Chsstof  Whito. 

Duroc-Jersey. 

Hampshire. 

Lacombe. 

Landraca. 

LifQB  Btacki 

Poland  China. 

Tamwoflh. 

British  Saddtaback. 

Yoffcshire. 

(2)  Holstein-Friesian  cattle  in  Canada 
(Code  1215).  The  Holstein-Friesian  Asso- 
ciation of  Canada,  Brantford,  Ontario, 
Canada,  of  which  G.  M.  Clemons  is  sec- 
retary and  editor,  is  recogrnized  for  the 
Holstein-Friesian  breed  registered  in 
the  Holstein-Friesian  Herd  Book  of 
that  Association. 

(3)  Dogs  in  Canada  (Code  7009).  The 
Stud  Book  of  the  Canadian  Kennel 
Clnb,  Incorporated  (Canadian  National 
Live  Stock  Records)  is  recognized  for 
all  the  breeds  of  dogs  reeristered  there- 
in: Provided,  That  no  dog  so  registered 
shall  be  certified  under  the  act  as  pure- 
bred unless  a  pedigree  certificate  show- 
ingr  time  ooxnplete  g-enerattons  of 
known  and  recorded  purebred  ancestry 
of  the  particular  breed  involved,  issued 
by  the  Canadian  Kennel  Club,  Incor- 
porated, is  submitted  for  such  dog. 

(4)  Standardbred  horses  in  Canada 
(Code  2231).  The  Canadian  Standard 
Bred  Stud  Book  kept  by  the  Canadian 
Standard  Bred  Horse  Society,  122 
Brown's  Line.  Toronto  14.  Ontario, 
Canada,  is  recognized  for  all  Stand- 
ardbred horses  registered  therein:  Pro- 
vided, That  no  Standard  bred  so  reg- 
istered shall  be  certified  under  the  act 
as  purebred  unless  a  pedigree  certifi- 
cate showing  three  complete  genera- 
tions of  known  and  recorded  purebred 
Standardbred  ancestry,  issued  by  the 
Canadian  Standard  Bred  Horse  Society, 
is  submitted  for  each  such  horse. 

(5)  Charolais  cattle  in  Canada  (Code 

1112)  .  The  full  French  book  of  record  of 
the  Canadian  Charolais  Association, 
Calgary,  Alberta,  Canada,  is  recognized 
for  the  Cniarolais  breed  registered 
therein. 

(6)  Maine-Anjou  cattle  in  Canada  (Code 

1113)  .  The  full  French  book  of  record  of 
the  Canadian  Maine-AnJou  Association, 
which  is  maintained  by  the  Canadian 


National  Live  Stock  Records,  is  recog- 
nized for  the  Maine-Anjou  breed  reg- 
istered in  the  Canadian  Maine-Anjou 
Herd  Book:  Provided,  That  no  Maine- 
Anjou  cattle  so  registered  shall  be  cer- 
tified under  the  act  as  purebred  unless 
a  pedigree  certificate  showing  at  least 
tliree  generations  of  known  and  re- 
corded purebred  ancestry  of  the  breed 
involved,  issued  by  the  Canadian  Na- 
tional Live  Stock  Records,  is  sub- 
mitted for  each  such  animal. 

(7)  Simmental  cattle  in  Canada  (Code 
1214).  The  Canadian  Simmental  Aflso- 
ciation.  Calgary.  Alberta,  Canada,  of 
which  Mr.  John  Kish  is  Executive  Sec- 
retary, is  recognized  for  the  Simmental 
breed  registered  in  the  Oanadlaa 
Simmental  Association  Full  Blood 
Herd  Book:  Provided,  That  no 
Simmental  cattle  so  registered  shall  be 
certified  under  the  act  as  purebred  un- 
less a  pedigree  certificate  showing  at 
least  three  generations  of  known  and 
recorded  purebred  ancestry  of  the  breed 
involved,  issued  by  the  Oanadian 
Simmental  Association  is  submitted 
for  each  such  animal. 

(8)  Hereford  cattle  in  Canada  (Code 
1110).  The  Canadian  Hereford  Hted 
Book  of  The  Canadian  Hereford  Asso- 
ciation. 5160  Skyline  Way  NE.,  Calgary. 
Alberta,  Canada,  of  which  Dr.  Duncan 
J.  Porteous  is  General-lifanager.  is  reo- 
ognized  for  the  Hereford  breed  reg- 
istered therein. 

(Sec.  101.  76  .Stat.  72.  It*>ni  lon  ni.  Title  I.  Tar- 
iff Act  of  1930.  as  amended;  19  U.S.C.  1202. 
Item  100.01;  7  OFR  2.17, 2.61,  and  871.a(d)) 

[23  FR 10104.  Dec.  28. 1958] 

Editorial  Note:  For  Federal  Register  ci- 
tations affecting  §151.9.  see  the  List  of  CFR 
Sections  Affected,  which  appears  in  the 
Finding  Aids  section  of  the  printed  volame 
and  on  OPO  Aocees. 

§151.10  Recognition     of  additional 


ecogni 
ana  be 


Before  a  breed  or  a  book  of  record 

shall  be  added  to  those  listed  in  this 
part,  the  custodian  of  the  book  of 
record  involved  shall  submit  to  APHIS 
a  complete  copy  of  the  book  of  record, 
consisting  of  any  published  printed  vol- 
umes and  any  microfilm  records  issued 
by  the  registry  association  up  to  date 
of  application,  together  with  a  copy  of 
all  rules  and  forms  in  force  on  said  date 
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affecting  the  registration  of  animals  in 

said  book. 

[24  FR  2644.  Apr.  7.  1959.  as  amended  at  54  FR 
94970.  AOS'.  28, 1989] 

§  151.11    Form  of  books  of  record. 

(a)  If  a  registry  association  iias  not 
publlBhed  its  book  of  record  in  printed 
farm,  a  record  in  approved  microfilm 
form  which  the  Administrator  finds 
provides  a  system  for  determining  the 
recorded  ancestry  of  the  animals  Iden- 
tUled  therelii  will  be  acceptable.  When 
a  registry  association  which  has  pub- 
lished its  book  of  record  in  printed 
form  ceases  such  jmblication  and  in 
lieu  thereof  publishes  a  microfilm 
record,  the  microfilm  record  shall  com- 


mence with  the  first  pedigree  recorded 
by  the  association  which  is  not  in  the 
printed  volames  and  shall  otherwise  be 
in  approved  form. 

Cb)  A  microfilm  recoi-d  will  be  ap- 
proved under  this  part  only  if  it  is  16 
mm.  non-perforated  safety  film  ex- 
posed at  a  reduction  ratio  not  to  ex- 
ceed 24  diameters.  AH  information  on 
the  original  document  shall  be  repro- 
duced onto  the  microfilm  so  that  it  is 
clearly  readable.  The  microfilm  carton 
shall  be  indexed  to  state  the  numbers 
of  the  pedigree  certificates  on  the  roll 
of  fUm  it  contains. 

[24  FR  2B44.  Apr.  7. 1950.  fts  amended  at  64  FR 
34969.  Aug.  23. 1969] 
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PART  156— VOLUNTARY  INSPEC- 
TION AND  CERTIFICATION  SERV- 
ICE 

Sec. 

156.1  Meaning  of  words. 

156.2  Definitions. 

156.3  Kind  of  service;  records. 

156.4  -Appliration  for  service. 

156.5  Availability  of  service. 

156.6  Certificates. 

156.7  Fees  and  charges,  including  osar  fees 
under  9  CFR  part  130. 

156.8  Refusal  of  service;  denial  or  with- 
drawal of  service 

authority:  7  U.S.C.  1622  and  1624;  21  U.S.C. 
136a:  7  CFR  2.22.  2.80.  and  371.4. 

Source:  23  FR  lOlll.  Dec.  23.  1958,  unless 
otlierwlBe  noted. 

8 156.1    Meaning  of  words. 

Words  used  in  this  part  in  the  sin- 
gralar  form  fthall  Import  the  plural,  and 
vice  versa,  as  the  case  may  demand. 

ilMJt  Deflnitioiis. 

For  the  purposes  of  this  part,  unless 

the  context  otherwise  requires,  the  fol- 
lowing terms  shall  be  construed,  re- 
spectively, to  mean: 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Inspection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  product.  Ansrthing  made  of, 
derived  from,  or  containlnfiT  any  mate- 
rial of  animal  origin. 

Applicant.  Any  person  who  requests 
service  under  this  part. 

Cooperative  agreement.  An  agreement, 
between  the  Department  and  some 
other  Federal  or  State  agency,  board  of 
trade,  chamber  of  conmierce.  or  other 
agency,  association,  organization,  per- 
son, or  corporation  as  provided  for  in 
section  205  of  the  Agricultural  Mar- 
keting Act  of  1946  (7  U.S.C.  1824),  to 
conduct  cooperatively  service  under 
this  part. 

Department.  The  United  States  De- 
partment of  .Agriculture. 

Inspector.  Any  officer  or  employee  of 
the  Department  of  cooperating  agency 
authorized  to  perform  any  duties  under 


a  cooperative  agreement  at  any  plant 
furnished  service  under  This  part. 

Inspector  in  charge.  An  inspector  of 
the  Department  assigned  by  the  Ad- 
ministrator to  supervise,  review,  and 
perform  official  work  pertaining  to  a 
plant  furnished  service  under  this  part. 

Person.  Any  individual,  corporation, 
company,  association,  firm,  partner- 
ship, society,  joint  stock  company,  or 
other  form  of  organisation. 

[23  FR  10111.  Dec.  23,  1958.  as  anipnded  at  57 
FR  30899.  July  13.  1992;  62  FK  19040,  Apr.  18, 
1997] 

§  156Ui  Kind  of  service;  records. 

Laws,  regulations  or  other  require- 
ments of  foreign  countries  and  speci- 
fications of  contracts  for  the  purchase 
and  sale  of  animal  products,  on  oooa- 
slon  require  vendors  of  such  products 
to  furnish  official  certificates  con- 
cerning the  class,  quality,  quantity,  or 
condition  of  such  produets  to  be  Im- 
ported into  such  countries  or  to  be  de- 
livered under  the  contracts.  The  serv- 
ice under  this  part,  shall  consist  of  the 
inspection  of  the  processing,  handling, 
and  storage  of  the  products  at  any 
plant  at  which  service  is  furnished  and 
the  certification,  on  the  basis  of  such 
requirements  of  foreign  countries  or 
such  contract  specifications,  of  the 
class,  quality,  quantity,  or  condition  of 
such  of  the  products  as  are  found  to 
conform  to  such  requirements  or  speci- 
fications as  the  case  may  be.  Proc- 
essing procedures  will  be  actually  su- 
pervised. The  operator  of  the  plant 
shall  fully  inform  the  inspector  with 
respect  to,  and  the  iiisiiector  shall  ac- 
tually observe,  the  processing  proce- 
dures, handling,  and  storage  of  the 
products  intended  for  certification. 
The  inspector  shall  keep  such  records 
of  the  temperatures  reached,  the  dura- 
tion of  time  the  temperatures  are 
maintained,  and  the  pounds  of  pressure 
under  which  the  products  are  cooked  in 
the  course  of  processing,  and  such 
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other  information,  as  are  needed  to  jus- 
tity  the  issuance  of  the  certificates  re- 
quired. 

[23  FR  10111,  Dec  23.  1958.  M  amended  at  62 
FR 19040.  Apr.  18. 1997J 

§15414  AppUemUtm  tor  eervlce. 

Any  person  who  is  eli^rible  under  a 
cooperative  agreement  to  receive  serv- 
ice under  this  part  may  apply  therefor 
to  the  Administrator,  upon  an  applica- 
tion form  which  wiil  be  furnished  by 
the  Administrator  upon  request.  The 
application  form  shall  require  the  ap- 
plicant to  flitate,  among-  otlier  things, 
the  forms  of  certificates  desired. 

(Approved  by  the  Office  of  Management  and 
Budi^et  undpr  control  number  067JMX)08) 

[23  FR  10111.  Dec.  23.  1958.  as  amended  at  48 
FR  57473,  Dec.  30,  1983;  57  FR  30899,  July  13, 
1993) 

§  156.5   Availability  of  service. 

Subject  to  §156.8,  service  under  this 
part  will  be  ftimidied,  upon  applica- 
tion, within  the  limits  of  available  De- 
partment personnel  and  facilities,  at 
any  plant  the  operator  of  which  applies 
for  or  endorses  the  application  for  the 
service  if  the  Administrator  finds  that: 
the  forms  of  certificates  desired  by  the 
applicant  require  the  certification  of 
class,  quality,  quantity,  or  condition; 
the  plant  and  its  methods  of  proc- 
essing, handling  and  storage  of  the 
products  intended  lor  certification  are 
adequate  to  warrant  the  Issuance  of 
the  desired  certificates;  service  Is  to  be 
furnished  under  a  cooperative  agree- 
ment; and  the  requirements  of  §156.7 
are  met. 

[23  FR  10111,  Dec.  23.  1958.  as  amended  at  57 
FR  30899.  July  18.  1992;  82  PR  19040.  Apr.  18. 
1997] 

§15641  Certtteatea. 

The  inspector  shall  sign  and  issue 
certificates  in  forms  approved  by  the 
Administrator  for  animal  products,  if 
the  inspector  finds  that  the  require- 
ments as  stated  in  the  certification 
have  been  met.  The  original  and  one 
copy  of  each  certificate  shall  be  fur- 
nished to  the  applicant,  and  one  copy 
of  each  certificate  shall  be  retained  by 
the  Department  until  disposal  is  au- 
thorized in  accordance  with  law.  Addi- 
tional copies  may  be  tarnished  the  ap- 


plicant at  his  request  upon  payment  of 
the  fees  prescribed  in  §156.7.  Copies  of 

the  certificates  may  be  furnished  with- 
out charge  to  other  properly  interested 
Federal  agencies  or  under  compulsory 
process. 

[23  FR  10111,  Deo.  23,  1968,  as  amended  at  57 
FR  30899.  July  13,  1992;  82  FR  19040.  Apr.  18. 
1997] 

§1661.7   Fees    and    charges,  includlll|f 
user  fees  under  9  CFR  part  130. 

Fees  and  charges,  and  user  fees  under 
9  CFR  part  130,  for  service  (including 
travel  and  other  expenses  Incurred  In 
connection  with  the  ftimlshing  of  serv- 

ice)  under  this  part  shall  be  paid  by  the 
applicant  in  accordance  with  the  terms 
of  the  cooperative  agreement  under 
which  servlGle  is  furnished  and  in  ac- 
cordance with  this  section  which  shall 
be  deemed  to  be  incorporated  in  such 
agreement.  If  required  by  the  Adminis- 
trator, the  fees  and  chargres,  and  user 
fees  under  9  CFR  part  130,  shall  be  paid 
in  advance.  Since  the  fees  and  charges, 
and  user  fees  under  9  CFR  part  130,  are 
for  the  purpose  of  reimbursing  the  De- 
partment for  all  costs  incurred  in  con- 
nection with  the  furnishing  of  service 
under  this  part,  the  appropriate  fees 
and  charges,  and  user  fees  under  9  OFR 
part  130,  to  cover  any  such  costs  shall 
be  paid  even  though  service  is  withheld 
pursuant  to  §  156.8. 

[23  FR  10111,  Dec.  23,  1958,  as  amended  at  58 
FR  67656,  Dec.  22, 1993] 

§156.8  Refusal  of  service;  dndal  or 
withdrawal  of  service. 

(a)  Service  under  this  part  will  be  re- 
fused  If  the  conditions  stated  in  §§156.5 
and  156.6  are  not  met. 

(b)  Service  under  this  part  may  be 
withdrawn  from,  or  denied  to,  any  ap- 
plicant by  the  Admlnlslarator,  for  sucli 
period  as  the  Administrator  may  pre- 
scribe, when  the  Administrator  is  sat- 
isfied, after  opportunity  for  hearing  be- 
fore a  proper  official  has  been  accorded 
the  applicant,  that  the  applicant  or 
other  operator  of  the  plant  where  serv- 
ice lias  been  or  would  be  furnished 
under  the  appUoation,  or  the  agent  or 
employee  of  such  applicant  or  operator 
within  the  scope  of  his  employment, 
has  persistently  failed  to  give  the  in- 
spector full  and  correct  Information 
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with  respect  to  the  processing  proce- 
dures, handling,  and  storage  of  animal 
products  intended  for  certification  or 
certified;  or  has  given  to  any  employee 
of  the  Department  false  information  in 
connection  with  service  under  this 
part;  or  has  altered  or  imitated  any 
certificate,  mark,  or  device  provided 
for  under  this  part;  or  has  used  any 
such  certificate,  mark,  or  device  with- 
out authority  from  the  Administrator, 
or  any  Imitation  of  any  snch  oertifl- 
oate,  mark,  or  device,  on  or  with  re- 
spect to  any  animal  products:  or  has 
knowingly  and  without  promptly  noti- 
fying the  Administrator  retained  pos- 
session of  any  such  device  or  imitation 
thereof  or  altered  or  imitation  certifi- 
cate or  of  any  animal  products  marked 
with  any  such  device  without  author- 
ity tcom  the  Administrator  or  marked 
with  any  imitation  of  such  device;  or 
has  given  or  attempted  to  give,  for  any 
purpose  whatsoever,  any  money,  favor, 
or  other  thing  of  value,  to  any  em- 
ployee of  the  Department  authorized  to 
perform  any  function  under  this  part; 
or  has  Interfiled  with  or  ohstnioted,  or 
attempted  to  interfere  with  or  to  ob- 


struct, any  employee  of  the  Depart- 
ment in  or  with  respect  to  the  perform- 
ance of  his  duties  under  this  part  by  in- 
timidation, threats,  assaults,  or  any 
other  improper  means.  The  inspector 
assigned  to  any  plant  may  suspend 
service  at  such  plant  for  any  of  the  rea- 
sons set  forth  in  this  paragraph,  with- 
out hearing,  and  in  that  event  shall  jre- 
povt  his  actions  to  the  Administrator, 
and  the  Administrator  may  continue 
such  suspension  or  otherwise  deny  or 
suspend  service  at  any  plant  for  any  of 
such  reasons,  without  hearing,  pending 
final  disposal  of  the  matter  under  this 
paragraph. 

(c)  All  final  orders  in  any  proceeding 
to  deny  or  withdraw  the  servloe  for  any 
of  the  reasons  set  forth  in  paraprraph 
(b)  of  this  section  (except  orders  re- 
quired for  good  cause  to  be  held  con- 
fidential and  not  cited  as  precedents) 
shall  be  filed  with  the  Hearing  Clerk  of 
the  Department  and  be  available  to 
public  inspection. 

[23  FR  10111.  Dec.  23.  1958.  as  amended  at  S7 
PR  30689,  July  13.  1992;  62  FR  19040.  Apr.  18. 
1997] 


874 


Digitized  by  Google 


SUBCHAPTER  J— ACCREDITATION  OF  VETERINARIANS  AND 
SUSPENSION  OR  REVOCATION  OF  SUCH  ACCREDITATION 


PART  160— DEFINITION  OF  TERMS 

Atjthowtt:  15  U.S.O.  1828;  21  U.S.C.  105, 

111-114.  114a.  114a-l,  115.  116.  120,  121,  125,  134b. 
134f.  612.  and  613;  7  CFR  2.22.  2.80.  and  371.4. 
9701:  7  CFR  2.22.  2.80.  and  371.4. 

§  160.1  Definitions. 

For  the  purposes  of  this  subchapter 
the  following  words,  phiases,  names 
and  terms  shall  be  constraed,  respec- 
tively, to  mean: 

Accredited  veterinarian.'^  A  veteri- 
narian approved  by  the  Administrator 
In  aooordance  with  the  provisions  of 
part  161  of  this  subchapter  to  perform 
functions  specified  in  subchapters  B,  C, 
and  D  of  this  chapter. 

Adimilnistrator.  The  Administrator  of 
the  Animal  and  Plant  Health  Inspec- 
tion Service  or  any  individual  author- 
ized to  act  for  the  Administrator. 

Animal,  antmais.  All  animals  exoeivt 
humans.  Including  but  not  limited  to 
cattle,  sheep,  goats,  other  ruminants, 
swine,  horses,  asses,  mules,  zebras, 
birds,  and  poultry. 

Animal  and  Plant  Health  inspection 
Service.  The  Animal  and  Plant  Health 
Inspection  Service,  United  States  De- 
partment of  Agrlcnltnre. 

APHIS.  The  Animal  and  Plant  Health 
Inspection  Service. 

Approved  digital  signature.  Digital  sig- 
natures approved  by  the  Administrator 
for  electrcmio  transmission,  for  exam- 
ple, via  a  computer.  To  be  approved,  a 
digital  signature  must  be  able  to  verify 
the  identity  of  the  accredited  veteri- 
narian signing  the  document  and  indi- 
cate if  the  integrity  of  the  data  In  the 
signed  document  was  compromised. 

Guanine,  examlnaiion.  Fhysioal  study 
of  an  Individual  animal  that  enables  an 


^The  provisions  of  subchapters  B,  C,  and  D 
of  this  chapter  anthoriae  Federal  and  State 

veterinarians  and  accredited  veterinarians 
to  perform  specified  functions.  FuU-time 
Federal  (includlngr  military)  and  State  em- 
ployed veterinarians  are  authorized  to  per- 
fomm  such  functions,  pursuant  to  delegation 
of  autiiorlty  by  the  Administrator  or  cooper- 
ative  agreements  without  specific  accredita- 
tion under  the  provisions  of  this  subchapter. 


accredited  veterinarian  to  determine  if 

any  abnormality  in  pihysical  condition 
or  bodily  function  is  suggestive  of  clin- 
ical signs  of  communicable  disease. 

Inspect,  inspection.  Visual  study  of 
the  physical  appearance,  physical  con- 
dition, and  behavior  of  animals  (singly 
or  in  groups)  that  enables  an  accred- 
ited veterinarian  to  determine  whether 
any  abnormality  in  physical  condition 
or  bodily  function  is  evident. 

Issue.  The  distribution,  including 
electronic  transmission,  of  an  official 
animal  health  docoment  that  has  been 
signed. 

Official  certificate,  form,  record,  report, 
tag,  band,  or  other  identification.  Means 
any  certificate,  form,  record,  report* 
tag,  band,  or  other  identification,  pre- 
scribed by  statute  or  by  regulations 
issaed  by  the  AdmlnlBtrAtor,  for  use  by 
an  accredited  veterinarian  performing 
official  functions  under  this  sub- 
chapter. 

Regular  health  maintenance  program. 
An  arrangement  between  an  accredited 
veterinarian  and  a  livestock  producer 
whereby  the  veterinarian  inspects 
every  animal  on  the  premises  of  the 
producer  at  least  once  every  30  days. 

Sign,  (Signed).  For  an  accredited  vet- 
erinarian to  put  his  or  her  signature  in 
his  or  her  own  hand,  or  by  means  of  an 
approved  digital  signature,  on  a  certifi- 
cate, form,  record,  or  report.  No  certifi- 
cate, form,  record,  or  report  is  signed 
if: 

(1)  Someone  other  than  the  accred- 
ited veterinarian  has  signed  it  on  be- 
half of  or  in  the  name  of  the  accredited 
veterinarian,  regardless  of  the  author- 
ity granted  them  by  the  accredited  vet- 
erinarian: or 

i2)  11  any  mechanical  device,  other 

than  an  approved  digital  signature,  has 

been  used  to  affix  the  signature. 

State.  Any  State,  the  District  of  Co- 
lumbia, Puerto  Rico,  Guam,  the  North- 
em  Mariana  Islands,  the  Virgin  Islands 
of  the  United  States,  and  any  other 
territory  or  possession  of  the  United 
States.  I 

State  Animal  Heatth  Official.  The 
State  animal  health  official  who  is  re- 
sponsible for  the  livestock  and  poultry 
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disease  control  and  eradication  pro- 
grams of  a  State. 

Veterinarian-in-Charge.  The  veteri- 
nary official  of  APHIS  who  is  assigned 
hy  the  Administrator  to  supervise  and 
perform  the  official  work  of  APHIS  in 
a  State  or  group  of  States. 

[57  FR  54912.  Nov.  23.  1992.  as  amended  at  59 
FR  40797,  Aug.  10.  1994;  60  FR  39842.  Aug.  4, 
1906: 62  FR  2S445.  May  9. 1987] 

PART  161— REQUIREMENTS  AND 
STANDARDS  FOR  ACCREDITED 
VETERINARIANS  AND  SUSPEN- 
SION OR  REVOCATION  OF  SUCH 
ACCREDITATION 

Sec. 

161.1  Statement  of  purpose;  performance  of 
accredited  duties  in  different  States. 

161.2  Requirements  and  application  proce- 
dures for  accreditation. 

161.8  Standardfl  for  accredited  veterinarian 
duties. 

161.4  Suqmnaion  or  revocation  of  veterinary 
accreditation;  criminal  and  dvil  pen- 
alties. 

AUTHOR m-:  15  U.S.C.  1828;  21  U.S.C.  105. 
111-114.  114a.  114a-l.  115.  116.  120.  121.  125.  13ib, 
134f.  612,  and  613;  7  CFR  2.22,  2.80.  and  871.4. 
9TO1;  7  CFR  2.22.  2.80.  and  371.4. 

Source:  57  FR  54812.  Nov.  23.  1992.  unless 

otherwise  noted. 

§161.1  Statement  of  purpose;  perform- 
Mupe^^^^a^redited  duties  in  dif- 

(a)  This  subchapter  ooncems  a  pro- 
gram administered  by  APHIS  to  ac- 
credit veterinarians  and  thereby  au- 
thorize them  to  perform,  on  behalf  of 
APHIS,  certain  activities  specified  in 
this  chapter.  This  proerram  is  intended 
to  ensure  that  an  adequate  number  of 
qualified  veterinarians  are  available  in 
the  United  States  to  perform  sa<di  ac* 
tivities. 

(b)  If  an  accredited  veterinarian 
wishes  to  perform  accredited  duties  in 
a  State  other  than  the  State  for  which 
the  veterinarian  has  completed  an  ori- 
entation in  accordance  with 
§161.2ia)(4),  the  accredited  veterinarian 
shall  so  inform  the  Veterlnarlan-in- 
Char,e:e  of  the  new  State.  The  Voteri- 
narian-in-Charge  of  the  new  State  may 
require  the  accredited  veterinarian  to 
complete,  prior  to  performing  any  ac- 
credited duties  in  the  new  State,  an 


orientation  in  animal  health  proce- 
dures and  issues  relevant  to  the  new 
State.  The  Veterinarian-in-Charge 
shall  review  the  content  of  each  such 
orientation  and  shall  approve  its  use 
after  determining  that  it  includes  ade- 
quate information  about  animal  health 
agencies,  regulatory  requirements,  ad- 
ministrative procednres,  and  animal 
disease  problems  in  the  new  State,  to 
prepare  an  accredited  veterinarian 
from  another  State  to  perform  accred- 
ited duties  in  the  new  State.  The  Vet- 
erinarian-in-Charge shall  also  give  the 
State  Animal  Health  Official  of  the 
new  State  an  opportunity  to  review  the 
contents  of  the  orientation,  and  invite 
him  or  her  to  participate  in  developing 
orientation  materials  and  conducting 
the  orientation. 

(c)  An  accredited  veterinarian  may 
not  perform  accredited  duties  in  a 
State  in  which  the  accredited  veteri- 
narian is  not  licensed  or  legally  able  to 
practice  veterinary  medicine. 

S  161.2   Requirements  and  applicatiom 
procedures  for  accreditation. 

(a)  Initial  accreditation.  A  veteri- 
narian may  apply  for  accreditation  by 
completing  an  application  for  accredi- 
tation on  Form  1-36A,  "Application  for 
Veterinary  Accreditation,"  including 
certification  that  the  applicant  is  able 
to  perform  the  tasks  listed  in  para- 
graph (d)  of  this  section,  and  submit- 
ting it  to  the  Veterinarian-in-Charge  in 
the  State  where  he  or  she  wishes  to 
perform  arcredited  duties. 

(1)  Completed  Forms  1-36A  received 
by  a  Veterinarian-in-Charge  shall  be 
reviewed  by  the  State  Animal  Health 
Official  for  the  State  in  which  the  vet- 
erinarian wishes  to  perform  accredited 
duties.  Within  14  days  after  receiving 
an  application,  a  State  Animal  Health 
Official  shall  either  endorse  the  appli- 
cation or  send  a  written  statement  to 
the  Administrator  explaining  why  it 
was  not  endorsed:  but  if  the  State  Ani- 
mal Health  Official  fails  to  take  one  of 
these  actions  within  14  days,  the  Vet- 
erinarian-in-Charge shall  proceed  to  re- 
view the  application.  The  Adminis- 
trator will  review  the  application  and 
the  written  statement,  if  any,  and  de- 
termine whether  the  applicant  meets 
the  requirements  for  accreditation  con- 
tained in  this  port. 
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(2)  The  Administrator  is  hereby  au- 
thorized to  accredit  a  veterinarian, 
when  he  or  she  determines  that: 

(1)  The  veterinarian  is  a  graduate 
with  a  Doctorate  of  Veterinary  Medi- 
cine or  an  equivalent  degree  (any  de- 
gree that  qualifies  the  holder  to  be  li- 
censed by  a  State  to  practice  veteri- 
nary medicine)  firom  a  colloGre  of  veteri- 
nary medicine: 

(ii)  The  veterinarian  is  licensed  or  le- 
gally able  to  practice  veterinary  medi- 
cine in  the  State  in  which  the  veteri- 
narian wishes  to  perform  accredited 
duties.  APHIS  will  confirm  licensing 
status  of  the  applicant  by  contacting 
the  State  board  of  veterinary  medical 
examiners  or  any  similar  State  organi- 
zation that  maintains  records  of  veteri- 
narians licensed  in  a  State;  and, 

(iii)  The  veterinarian  has  completed 
an  orientation  program  approved  by 
the  Veterinarian-in-Charge  for  the 
State  in  which  the  veterinarian  wishes 
to  practice,  and  upon  completion  of  the 
orientation,  has  signed  a  written  state- 
ment listing  the  date  and  place  of  ori- 
entation, the  subjects  covered  in  the 
orientation,  and  any  written  materials 
Iirovlded  to  the  veterinarian  at  the  ori- 
entation. The  Veterinarian-in-Chargre 
shall  also  give  the  State  Animal  Health 
Official  an  opportunity  to  review  the 
contents  of  the  orientation,  and  invite 
him  or  her  to  participate  in  developing 
orientation  materials  and  conducting 
the  orientation.  The  orientation  pro- 
gram shall  include  the  following  top- 
ics: 

(A)  Federal  animal  health  laws,  regu- 
lations, and  rules; 

(B)  Interstate  movement  require- 
ments for  animals; 

(C)  Import  and  export  requirements 
for  animals; 

(D)  USDA  animal  disease  eradication 
and  control  programs; 

(E)  Laboratory  support  in  conHrmin^^ 
disease  diagnoses; 

(F)  Ethical/Professional  responsibil- 
ities of  an  accredited  veterinarian;  and. 

(G)  Animal  health  procedures,  issues, 
and  information  resources  relevant  to 
the  State  in  whl<^  the  veterinarian 
wishes  to  perform  accredited  duties. 

(b)  Reaccreditation.  A  veterinarian 
whose  accreditation  has  been  revoked 
may  apply  for  reaccreditation  when  the 
revocation  has  been  in  effect  for  not 


less  than  two  years  by  completing  an 
application  for  reaccreditation  on 
Form  1-36A,  "Application  for  Veteri- 
nary Accreditation",  and  submitting  it 
to  the  Veterinarian-in-Charge  of  the 
State  or  area  where  he  or  she  wishes  to 
perform  accredited  work. 

(1)  Completed  Forms  1-36A  received 
by  a  Veterinarian-ln^Charge  shall  be 
reviewed  by  the  State  Animal  Health 
Official  for  the  State  in  which  the  vet- 
erinarian wishes  to  perform  accredited 
duties.  Within  14  days  after  receiving 
an  application,  a  State  Animal  Health 
Official  shall  either  endorse  the  appli- 
cation or  send  a  written  statement  to 
the  Administrator  explaining  why  it 
was  not  endorsed;  but  if  the  State  Ani- 
mal Health  Official  fails  to  take  one  of 
these  actions  within  14  days,  the  Vet- 
erinarian-in-Charge shall  proceed  to  re- 
view the  application.  The  Adminis- 
trator will  review  the  application  and 
the  written  statement,  if  any.  and  de- 
termine whether  the  applicant  meets 
the  requirements  for  reaccreditation 
contained  in  this  part. 

(2)  The  Administrator  is  hereby  au- 
thorized to  roaccredit  a  veterinarian 
when  he  or  she  determines  that: 

(I)  The  veterinarian  is  licensed  or  le- 
gally able  to  practice  veterinary  medi- 
cine in  the  State  in  which  the  veteri- 
narian wishes  to  perform  accredited 
duties; 

(II)  The  veterinarian  has  completed  a 

reaccreditation  orientation  program 
approved  by  the  Veterinarian-in- 
Charge  for  the  State  in  which  the  vet- 
erinarian wishes  to  practice,  and  upon 
completion  of  the  orientation,  has 
signed  a  written  statement  listing  the 
date  and  place  of  orientation,  the  sub- 
jects covered  in  the  orientation,  and 
any  written  materials  provided  to  the 
veterinarian  at  the  orientation.  The 
Veterinarlan-in-Charge  Bhall  also  give 

the  State  Animal  Health  Official  an  op- 
portunity to  review  the  contents  of  the 

reaccreditation  orientation,  and  invite 
him  or  her  to  participate  in  developing 
orientation  materials  and  conducting 
the  orientation.  The  orientation  pro- 
gram shall  include  topics  addressing 
the  subject  areas  which  led  to  loss  of 
accreditation  for  the  applicant,  and 
subject  areas  which  have  changed  since 
the  applicant  lost  accreditation;  and. 
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(iii)  The  professional  integrity  and 
reputation  of  the  applicant  support  a 
conclusion  that  the  applicant  will 
faithfully  fulfill  the  duties  of  an  ac- 
credited veterinarian  in  the  future.  In 
making  this  conclusion,  the  Adminis- 
trator aliall  review  all  available  infor- 
mation about  the  applicant,  including 
recommendations  of  the  State  Animal 
Health  Official,  and  shall  consider: 

(A)  Criminal  conviction  records  ad- 
versely reflecting  on  the  honesty  or  in- 
tegrity of  the  applicant  with  regard  to 
the  performance  or  nonperformance  of 
veterinary  medical  dntles; 

(B)  OfQcial  records  of  the  appUoant*8 
actions  participating'  in  Federal,  State, 
or  local  veterinary  programs: 

(C)  Judicial  determinations  in  civil 
litigation  adversely  reflecting  on  the 
integrity  of  the  applicant;  and 

(D)  Any  other  evidence  refleotins:  on 
the  professional  integrity  and  reputa- 
tion of  the  applicant. 

(0)  Reinstatement  after  stupension,  A 
veterinarian  whose  accreditation  has 
been  suspended  for  less  than  6  months 
(other  than  a  summary  suspension  that 
is  changed  to  a  revocation  as  a  result 
of  an  adjudicatory  proceediner)  will  be 
automatically  reinstated  as  an  accred- 
ited veterinarian  upon  completion  of 
the  suspension.  A  veterinarian  whose 
acci-editatinn  has  been  suspended  for  6 
months  or  more  must  complete  a  re- 
accreditation  orientation  program  in 
accordance  with  paragraph  (bXSXli)  of 
this  section  before  accreditation  will 
be  reinstated. 

(d)  Tasks  which  applicants  for  accred- 
ited status  must  be  able  to  perform.  Appli- 
cants  for  accredited  status  must  be 
able  to: 

(1)  Perform  physical  examinations  of 
individual  animals,  and  visually  in- 
spect herds  or  flocks,  to  determine 

whether  the  animals  are  free  from  any 
clinical  signs  suggestive  of  commu- 
nicable disease; 

(2)  Recognize  the  common  breeds  of 

livestock  so  as  to  be  able  to  record 
breed  information  on  official  docu- 
ments; 

(8)  Recognize  brucellosis  tattoos  and 

calfhood  vaccination  lags,  and  deter- 
mine the  state  of  origin  of  eartags.  to 
properly  identify  animals  in  interstate 
commerce; 


(4)  Estimate  the  age  of  livestock 
uflixig  a  dental  formula; 

(5)  Apply  an  eartag,  tattoo,  baoktag, 

and  legband; 

(6)  Certify  the  disease  status  of  a 
poultry  flock  with  regard  to  disease 
caused  by  Salmonella  enteritidis, 
chlamydiosis  and  exotic  Newcastle  dis- 
ease, by  evaluating  records  of  the 
flock  s  participation  in  and  testing  by 
Federal  and  State  poultry  health  pro- 
grams: 

(7)  Properly  complete  certificates  for 
domestic  and  international  movement 
of  animals; 

(8)  Apply  and  remove  official  seals; 

(9)  Perform  a  necropsy  on  livestock; 

(10)  Recognize  clinical  signs  and  le- 
sions of  exotic  animal  diseases; 

(11)  Plan  a  disease  control  strategy 
for  a  livestock  unit: 

(12)  Vaccinate  for  brucellosis  and  fill 
out  the  vaccination  certificate; 

(18)  Draw  and  ship  blood  for  testing; 

(14)  Perform  a  caudal  fold  test  for  tu- 
berculosis: 

(15)  Develop  appropriate  cleaning  and 
disinfection  plans  to  control  commu- 
nicable livestock  disease  spread;  and 

(16>  Explain  basic  principles  for  con- 
trol of  diseases  for  which  APHIS  or 
APHIS-State  cooperative  programs 
exist,  such  as  brucellosis,  pseudorableB, 
and  tuberculosis. 

(Approved  by  the  Offire  of  Manafrement  and 
Budget  under  (jonlrol  number  0579  0032) 

[57  FR  &4912.  Nov.  23.  1992.  as  amended  at  61 
FRS6891.Nov.6,19M] 

§161^   Standards  for  accredited  vet- 
erinarian dntiee» 

An  accredited  veterinarian  shall  per- 
form the  functions  of  an  accredited 
veterinarian  only  in  a  State  in  which 
the  accredited  veterinarian  is  licensed 
or  legally  able  to  practice  veterinary 
medicine.  An  accredited  veterinarian 
shall  perform  the  functions  of  an  ac- 
credited veterinarian  and  carry  out  all 
responsibilities  under  applicable  Fed- 
eral programs  and  cooperative  pro- 
grams subject  to  direction  provided  by 
the  Veterinarian-in-Charge  and  in  ac- 
cordance With  any  regulations  and  in- 
structions issued  to  the  accredited  vet- 
erinarian by  the  Veterinarian-in- 
Charge,  and  shall  observe  the  following 
specific  standards: 
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(a)  An  accredited  veterinarian  aiiall 

not  issue  a  certificate,  form,  record  or 
report  wMch  reflects  the  results  of  any 
Inspectloii,  test,  vaoolnation  or  treat- 
ment  performed  by  him  or  her  with  re- 
spect to  any  animal,  other  than  those 
In  regular  health  maintenance  pro- 
grams, unless  he  or  she  has  personally 
inspected  that  animal  within  10  days 
prior  to  issuance.  Inspections  under 
this  paragraph  must  be  conducted  in  a 
location  that  allows  the  accredited  vet- 
erinarian Bofficient  epace  to  observe 
the  animal  in  such  a  manner  as  to  de- 
tect abnormalities  related  to  areas 
such  as,  but  not  limited  to,  loco- 
motion, body  excretion,  respiration, 
and  skin  conditions.  An  accredited  vet- 
erinarian shall  examine  such  an  animal 
showing  abnormalities,  in  order  to  de- 
termine whether  or  not  there  is  clin- 
ical evidence  compatible  with  the  pres- 
ence or  absence  of  a  communicable  dis- 
ease. 

(1)  PoUowlnir  the  first  two  inspec- 
tions of  a  herd  or  flock  as  part  of  a  reg- 
ular health  maintenance  program,  an 
accredited  veterinarian  shall  not  issue 
a  certificate,  form,  record  or  report 
which  reflects  the  results  of  any  in- 
spection, test,  vaccination  or  treat- 
ment performed  by  him  or  her  with  re- 
spect to  any  animal  in  that  program, 
unless  he  or  she  has  personally  in- 
spected that  animal  within  10  days 
prior  to  issuance. 

(9)  Following  the  third  and  subse- 
qnent  inspections  of  a  herd  or  flock  in 
a  reg'ular  health  maintenance  progrram. 
an  accredited  veterinarian  shall  not 
issue  a  certificate,  form,  record  or  re- 
port which  reflects  the  results  of  any 
inspection,  test,  vaccination  or  treat- 
ment performed  by  him  or  her  with  re- 
spect to  any  animal  in  that  program, 
unless  he  or  she  has  personally  in- 
spected that  animal  within  30  days 
prior  to  issuance. 

(b)  An  accredited  veterinarian  shall 
not  issue,  or  allow  to  be  used,  any  cer- 
tificate, form,  record  or  report,  until, 
and  unless,  it  has  been  accurately  and 
fully  completed,  clearly  identifying  the 
animals  to  which  it  applies,  and  show- 
ing the  dates  and  results  of  any  inspec- 
tion, test,  vaccination,  or  treatment 
the  accredited  veterinarian  has  in- 
ducted, except  as  provided  in  paragraph 
(c)  of  this  section,  and  the  dates  of 


issuance  and  expiration  of  the  docu- 
ment. Certificates,  forms,  records,  and 
reports  shall  be  valid  for  90  days  fol- 
lowing the  date  of  inspection  of  the 
animal  identified  on  the  document,  ex- 
cept that  origin  health  certificates 
may  be  valid  for  a  longer  period  of 
time  as  provided  in  §  91.3(a)  of  this 
chapter.  The  accredited  veterinarian 
must  distribute  copies  of  certificates, 
forms,  records,  and  reports  according 
to  instructions  issued  to  him  or  her  by 
the  Veterlnarian-in-Charge. 

(c)  An  accredited  veterinarian  shall 
not  issue  any  certificate,  form  record, 
or  report  which  reflects  the  results  of 
any  inspection,  test,  vaccination,  or 
treatment  performed  by  another  ac- 
credited veterinarian,  unless: 

(1)  The  signing  accredited  veteri- 
narian has  exercised  reasonable  care, 
that  is,  a  standard  of  care  that  a  rea^ 
sonably  prudent  person  would  use 
under  the  circumstances  in  the  course 
of  performing  professional  duties,  to 
determine  that  the  certifl(»bte,  form,  or 
report  is  accurate; 

(2)  The  certificate,  form,  or  report  in- 
dicates that  the  inspection,  test,  vac- 
cination, or  treatment  was  performed 
by  the  other  accredited  veterinarian; 
identifies  the  other  accredited  veteri- 
narian by  name;  and  includes  the  date 
and  the  place  where  such  inspection, 
test,  or  vaccination  was  performed; 
and, 

C3)  For  a  certificate,  form,  or  report 
indicating  results  of  a  laboratory  test, 
the  signing  accredited  veterinarian 
shall  keep  a  copy  of  the  certificate, 
form,  or  report  and  shall  attach  to  it 
either  a  copy  of  the  test  results  issued 
by  the  laboratory,  or  a  written  record 
(including  date  and  participants* 
names)  of  a  conversation  between  the 
signing  accredited  veterinarian  and  the 
laboratory  confirming  the  test  results. 

(d)  An  accredited  veterinarian  shall 
perform  official  tests,  inspections, 
treatments,  and  vaccinations  and  shall 
submit  specimens  to  designated  labora- 
tories in  accordance  with  Federal  and 
State  regulations  and  Instructions 
issued  to  the  accredited  veterinarian 
by  the  Veterinarian-in-Charge. 

(e)  An  acCTedlted  veterinarian  shall 
identify  or  be  physically  present  to  su- 
pervise the  identification  of  reactor 
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animals  by  UuggtDg  or  snoh  other  meth- 
od as  may  be  prescribed  in  instructions 
issued  to  him  or  her  by  the  Veteri- 
narian-in-Charge  or  by  a  State  Animal 
Health  Offlclal  through  the  Veterl- 
narlan-in-Oharge. 

(f)  An  accredited  veterinarian  shall 
immediately  report  to  the  Veterl- 
narian-in-Charge  and  the  State  Animal 
Health  Olliclal  all  diagnosed  or  sus- 
pected cases  of  a  communicable  animal 
disease  for  which  a  APHIS  has  a  con- 
trol or  eradication  program  in  9  CFR 
ohaiiter  I,  and  all  diagnosed  or  sns- 
ppcted  cases  of  any  animal  disease  not 
known  to  exist  In  the  United  States  as 
provided  by  §71.3(b>  of  this  chapter. 

(g)  While  performing  accredited 
work,  an  accredited  veterinarian  shall 
take  such  measures  of  sanitation  as  are 
necessary  to  prevent  the  spread  of  com- 
monicable  dlBftaseit  of  animals  by  the 
aooredited  veterinarian. 

(h)  An  accredited  veterinarian  shall 
keep  himself  or  herself  currently  in- 
formed on  Federal  and  State  regula- 
tions that  are  provided  to  him  or  her 
by  the  Veterinarian-in-Charge,  or  by  a 
State  official  througrh  the  Veteri- 
narian-in-Charge, governing  the  move- 
ment of  animals,  and  on  procednres  ap- 
plicable to  disease  control  and  eradi- 
cation programs*  including  emergency 
programs. 

(i)  An  aooredited  veterinarian  shall 
not  use  or  dispense  in  any  manner,  any 
pharmaceutical,  chemical,  vaccine  or 
serum,  or  other  biological  product  au- 
thorized for  use  under  any  Federal  reg- 
nlation  or  cooperative  disease  eradi- 
cation program,  in  contravention  of  ap- 
plicable Federal  or  State  statutes,  reg- 
ulations, and  policies. 

(j)  An  accredited  veterinarian  shall 
be  responsible  for  the  security  and 
proper  use  of  all  official  certificates, 
forms,  records,  and  reports,  tags, 
bands,  or  other  identification  devices; 
and  approved  digital  signature  capa- 
bilities used  In  his  or  her  work  as  an 
accredited  veterinarian  and  shall  take 
reasonable  care  to  prevent  the  misuse 
thereof.  An  accredited  veterinarian 
shall  immediately  report  to  the  Veteri- 
narian-in-Charge the  loss,  theft,  or  de- 
liberate or  accidental  misuse  of  any 
such  certificate,  form,  record,  or  re- 
port; tag,  band,  or  other  identification 


device;  or  approved  digital  signatore 

capability. 

(k)  An  accredited  veterinarian  may 
issue  an  origin  health  certificate  for 
export  use  pnnraant  to  part  91  of  this 
chapter  without  including  test  results 
from  a  laboratory,  if  the  Veterinarian- 
in-Charge  has  determined  that  such  ac- 
tion is  necessary  to  save  time  in  order 
to  meet  an  exportation  schedule  and 
agrees  to  add  the  test  results  to  the 
certificate  at  a  later  time.  In  such 
cases,  the  accredited  veterinarian  shall 
state  on  a  removable  attachment  to 
the  certificate  that  such  test  results 
are  to  be  added  by  the  Veterinarian-in- 
Charge. 

[57  FR  54912,  Nov.  23,  1992;  58  PR  8820,  Feb.  17. 

1993:  60  FR  39842.  Aur.  4.  1995;  60  FR  55443. 
Nov.  1.  1995:  62  FR  25445.  May  9.  1997;  67  FB. 
11561.  Mar.  15.  2002] 

161.4  Suspension  or  revocation  of 
veterinary  accreditation;  criminal 
and  civil  penalties. 

(a)  The  Administrator  is  authorized 
to  suspend  for  a  g^lven  period  of  time, 
or  to  revoke,  the  accreditation  of  a  vet- 
erinarian when  he  or  she  determinee 

that  the  accredited  veterinarian  has 
not  complied  with  the  "Standards  for 
Accredited  Veterinarian  Duties"  as  set 
forth  in  S  161.8  of  this  part,  or,  in  lien 
thereof,  to  issue  a  written  notice  of 
warning  to  the  accredited  veterinarian 
when  the  Administrator  determines  a 
notice  of  warning  will  be  adequate  to 
attain  compliance  with  the  Standards. 

(b)  Accreditation  shall  be  automati- 
cally terminated  when  an  accredited 
veterinarian  is  not  licensed  or  legally 
able  to  practice  veterinary  medicine  in 
at  least  one  State. 

(c)  Accreditation  shall  be  automati- 
cally revoked  when  an  aooredited  vet- 
erinarian is  convicted  of  a  crime  in  ei- 
ther State  or  Federal  court,  if  such 
conviction  is  based  on  the  performance 
or  nonperformance  of  any  act  required 
of  the  veterinarian  in  his  or  her  oapao- 
ity  as  an  accredited  veterinarian. 

(d)  Any  accredited  veterinarian  who 
knowingly  issues  or  signs  a  false,  in- 
correct, or  mislabeled  animal  health  or 
inspection  certificate,  blood  sample,  of- 
ficial brucellosis  vaccination  certifi- 
cate, or  official  tnbercalin  test  certifi- 
cate in  accordance  with  this  chapter, 
shall  be  subject  to  such  civil  penaltiM 
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and  such  criminal  liabilities  as  are  pro- 
vided by  18  u  s  e.  1001.  21  U.S.C.  117. 
122,  127,  and  134e,  or  other  applicable 
Federal  statates.  Such  action  may  be 
In  addition  to,  or  in  lien  of.  suspension 

or  revocation  of  accredited  veteri- 
narian status  in  accordance  with  this 
section. 

PART  162— RULES  OF  PRACTICE 
GOVERNING  REVOCATION  OR 
SUSPENSION  OF  VETERINARIANS' 
ACCREDITATION 

Subpart  A-Oeneral 

Sec. 

162.1   Scope  and  applicability  of  rules  of 

practice. 

Subpart  S— Supptomentol  Rules  of  Practtce 

162.10  Summary  suspension  Of  accreditation 
of  veterinarians. 

162.11  NotlflcatlOB. 

162.12  Informal  conference. 

162.13  Formal  complaint. 

authority:  15  U.S.C.  1828;  21  U.S.C.  105, 
111-114,  lite,  114ar-l.  116, 116, 120. 121. 125, 1Mb. 

134f,  612.  and  613:  7  CFR  2.22.  2.80,  and  371.4. 
9701:  7  CFR  2.22.  2.80.  and  371.4. 

Source:  57  FR  54915.  Nov.  23.  1992.  unless 
otherwise  noted. 

Subpart  A— General 

§1CS.1  Soope  and  applicability  of  mlee 

of  practice. 

The  Uniform  Rules  of  Practice  for 
the  Dejpartment  of  Agriculture  promul- 
gated in  subpart  H  of  part  1,  subtitle  A, 
title  7.  Code  of  Federal  Regulations, 
are  the  Rules  of  Practice  applicable  to 
adjudicatory,  administrative  pro- 
ceedings for  the  revocation  or  suspen- 
sioii  of  acCTeditation  of  veterinarians  (9 
CFR  parts  160  and  161).  In  addition,  the 
Supplemental  Rules  of  Practice  set 
forth  in  subpart  B  of  this  part  shall  be 
applicable  to  enCh  inroceedlngB. 

Subpart  a— Supplemental  Rules  ot 
Practice 

§162.10    Summary   suspension   of  ao- 
creditation  of  veterinarians. 

In  amy  situation  where  the  Adminis- 
trator has  reason  to  believe  that  any 

veterinarian  accredited  under  the  pro- 
visions of  9  CFB  parts  160  and  161  of 


this  subchapter  has  not  complied  with 
the  "Standards  for  Accredited  Veteri- 
narian Duties"  set  forth  in  §161.3  of 
tills  subchapter,  and  deems  such  action 
necessary  in  order  to  prevent  the  intro- 
duction into  the  United  States  or  the 
spread  from  one  State  to  another  of  a 
contagrious,  infectious,  or  commu- 
nicable disease  of  animals,  or  to  Insure 
that  animals  intended  or  offered  for  ex- 
port to  foreign  countries  are  free  from 
disease,  the  Administrator  may  sus- 
pend the  accreditation  of  such  veteri- 
narian pending  final  determination  In 
the  jMroceedlng,  effective  upon  oral  or 
written  notification,  whichever  is  ear- 
lier. In  the  event  of  oral  notification,  a 
written  confirmation  thereof  shall  be 
given  to  such  veterinarian  pursuant  to 
§  1.147(b)of  the  Uniform  Rules  of  Prac- 
tice (7  OFR  1.147(b))  as  promptly  as  cir- 
cumstances permit.  Such  suspension 
shall  have  no  relevance  with  respect  to 
the  final  detennlnation  In  the  pro- 
ceeding. 

§162.11  Notification. 

The  Veterinarian-in-Cliaige  shall  no- 
tify an  accredited  veterinarian  when 

there  Is  reason  to  believe  that  the  ac- 
credited veterinarian  has  not  complied 
with  the  "Standards  for  Accredited 
Veterinarian  Duties*'  as  contained  in 
§161.3  of  this  subchapter.  The  notifica- 
tion shall  be  in  wrltlnp:.  with  a  copy  to 
the  State  Animal  Health  Official,  and 
shall  include  a  statement  of  the  basis 
for  the  belief  that  the  accredited  vet- 
erinarian ha.s  failed  to  comply  with  the 
Standards  and  shall  notify  the  accred- 
ited veterinarian  If  the  Veterlnarlan- 
in-Charge  has  arranged  to  hold  an  in- 
formal conference  to  discuss  the  mat- 
ter. 

§162.12    Informal  conference. 

(a)  The  Veterinarian-in-Charge.  in 
consultation  with  the  State  Animal 
Health  Official  and  the  accredited  vet- 
erinarian, shall  designate  the  time  and 
place  for  the  holding  of  an  informal 
conference  to  review  the  matter,  unless 
the  Veterinarian-ln-Gharge  determines 
that  an  Informal  conference  is  inappro- 
priate. An  informal  conference  is  inap- 
propriate only  if  the  Veterinarian-in- 
Charge  decides  to  dismiss  the  case 
based  on  available  facts,  or  if  civil  or 
criminal  charges  based  on  the  actions 
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or  inactions  believed  to  be  in  violation 
of  the  '  Standards  for  Accredited  Vet- 
erinarian Duties"  contained  in  §161.3  of 
tills  TObcAiapter  are  pending  agalxist  the 
accredited  veterinarian.  An  informal 
conference  shall  include  the  Veterl- 
narian-in-Charge  or  his  or  her  rep- 
resentative, the  accredited  veteri- 
narian, and  any  other  persons  the  Vet- 
erinarian-in-Charge  requests  to  attend 
due  to  their  involvement  in  or  knowl- 
edge of  the  possible  violation.  The 
State  Animal  Health  Official  will  be  in- 
vited to  attend  each  informal  con- 
ference held  regarding  activities  in  his 
or  her  State. 

(b)  Prior  to,  during,  or  at  the  conda- 
sion  of  the  informal  conference,  the 
Veterinarian-in-Charge  may  issue  a 
written  warning:  to  the  accredited  vet- 
erinarian without  further  procodure 
after  determining  that  a  warning  with 
appropriate  instructions  will  be  ade- 
qnate  to  attain  compliance  with  the 
Standards. 

(c)  If  prior  to.  during,  or  at  the  con- 
clusion of,  the  informal  conference,  the 
accredited  veterinarian  consents,  in 
writing,  to  the  issuance  of  an  order  re- 
voking: or  suspending  his  or  her  accred- 
itation for  a  specified  period  of  time,  in 
lieu  of  farther  procedure,  the  Veteri- 
narlan-in-Charge  may  issue  such  a  con- 
BSDt  order  without  further  procedure. 


(d)  If  prior  to,  during,  or  after  the  in- 
formal conference,  but  prior  to  the 
issuance  of  a  formal  complaint,  the  ac- 
credited veterinarian  is  found  not  to 
have  violated  the  regrulations,  the  Vet- 
erlnarian-ln-Charge  will  issue  a  letter 
dismissing  the  case,  and  provide  a  copy 
of  the  letter  to  the  accredited  veteri- 
narian and  to  the  State  Animal  Health 
Official.  Prior  to,  during,  or  after  the 
informal  conference,  the  Veterinarian- 
in-Charge  may  issue  a  letter  identi- 
fying actions  of  the  accredited  veteri- 
narian that  were  minor  violation  of 
the  Standards,  instruotiBg  the  accred- 
ited veterinarian  in  proper  procedures, 
and  admonishing  the  accredited  veteri- 
narian to  use  greater  care  in  per- 
forming tiiese  procedures  in  the  fhtore. 

m  FR  64915,  Nov.  38,  1882:  67  FR  00066,  Dec. 
18,1909] 

S  162.13   Formal  complaint. 

If  a  consent  order  has  not  been 
issued,  or  if,  after  an  informal  con- 
ference, the  Veterlnarian-in-Charge 
has  not  issued  a  letter  of  dismissal  or 
letter  of  warning  to  the  accredited  vet- 
erinarian, a  formal  complaint  may  he 
issued  by  the  Administrator  in  accord- 
ance with  §1.135  of  the  Uniform  Rules 
of  Practice  (7  CFR  1.136). 
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PART  16S--AVAiLABIUTY  OF 
INFORMATION 

§  165.1    Availability  of  information. 

The  Animal  and  Plant  Health  Inspec- 
tion {Service  regulations  relating  to 
aTallabillty  of  infonnation  to  the  pub- 


lic and  disclosure  of  records  under  5 
U.S.C.  552.  which  are  set  forth  in  7  CFR 
part  370,  are  incorporated  into  this  sub- 
chapter. 

(5  U.S.C.  552,  559) 

[32  FR  10915,  July  26.  1967,  as  amended  at  36 
FB  M828.  Deo.  24, 1971] 
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PART  166— SWINE  HEALTH 
PROTECTION 

OiMKBAL  Provisions 

Sec. 

166.1  Definitions  in  alphabetical  (unler. 

166.2  General  restrictions. 

166.3  Separation  of  swine  from  the  garbage 
handling  and  treatment  areas. 

166.4  Storage  of  frarbag^e. 

166.5  Licensed   garbage-treatment  facility 
standards. 

166.6  Swine  feeding:  area  standards. 

166.7  Cooking  standards. 

106.8  Vehicles  used  to  transport  garbage. 
166  9  Recordkeeping. 

166.10  Licensing. 

IM.ll  Suspension  and  revocation  of  li- 
censes. 

166.12  Cancellation  of  licenses. 
106.18  Licensee  responsihUities. 

106.14  Cleaning  and  disinfecting. 

106.15  State  status. 

authority:  7  U.S.C.  3802-3804,  3808.  3800. 
and  3811;  7  CFR  2.22.  2.80.  and  371.4. 

Source:  47  PR  49945.  Nov.  3.  1982.  unless 
Otherwise  noted. 

General  Provisions 

§166.1   DefinitiiMU     In  alphabetieal 

order. 

For  the  purposes  of  this  part,  the  fol- 
lowing terms  sball  have  the  meaniners 
assigned  them  in  this  section.  Unless 
otherwise  required  by  the  context,  the 
singular  form  shall  also  import  the  plu- 
ral and  the  masculine  form  Shall  also 
import  the  feminine,  and  vice  versa. 
Words  undefined  in  the  following-  para- 
graphs shall  have  the  meaning  attrib- 
uted to  them  in  general  usage  as  re- 
flected by  definitions  in  a  standard  dic- 
tionary. 

Act,  The  Swine  Health  Protection 
Act  (Pub.  L.  96-468)  as  amended  by  the 
Farm  Credit  Act  Amendments  of  1960 
(Pub.  L.  96-592). 

Administrator.  The  Administrator, 
Animal  and  Plant  Health  Ihqiection 
Service,  or  any  person  authorized  to 
act  for  the  Administrator. 

Animal  and  Plant  Health  Inspection 
Service  (APHIS).  The  Animal  and  Plant 
Health  Inspection  Service  of  the  United 
States  DejEwrtment  of  Agriculture. 


Animals.  All  domesticated  and  wild 
mammalian,  poultry,  and  lish  species, 
and  wHd  and  domesticated  animals,  in- 
cluding pets  such  as  dogs  and  cats. 

Arta  Veterinarian  in  Charge.  The  vet- 
erinarian of  APHIS  who  is  assigned  by 
the  Administrator  to  supervise  and 
perform  the  official  work  of  APHIS  In 
a  State  or  States  or  any  other  official 
to  whom  authority  has  heretofore  been 
delegated  or  to  whom  authority  may 
hereafter  be  delegated  to  act  in  his 
stead. 

Facility.  The  site  and  all  objects  at 
this  site  including  equipment  and 
structures  where  garbage  is  accumu- 
lated, stored,  handled,  and  cooked  as  a 
food  for  swine  and  which  are  fenced  in 
or  otherwise  constructed  so  that  swine 
are  unable  to  have  access  to  untreated 
garbage. 

Garbage.  All  waste  material  derived 
in  whole  or  in  part  from  the  meat  of 
any  animal  (including  fish  and  poultry) 
or  other  animal  material,  and  other 

refuse  of  any  character  whatsoever 
that  has  been  associated  with  any  such 
material,  resulting  ttom  the  handling, 
preparation,  cooking  or  consumption  of 
food,  except  that  such  term  shall  not 
include  waste  from  ordinary  household 
operations  which  is  fed  directly  to 
swine  on  the  same  premises  where  such 
household  is  located. 

Inspector.  Any  individual  employed 
by  the  United  States  Department  of 
Agriculture  or  by  a  State  for  the  pur- 
poses (tf  enforcing  the  Act  and  this 
part. 

License.  A  permit  issued  to  a  person 
for  the  purpose  of  allowing  such  person 
to  operate  a  facility  to  treat  garbage 

that  is  to  be  fed  to  swine. 

Licensee.  Any  person  licensed  pursu- 
ant to  the  Act  and  regulations. 

Person.  Any  indivirhial.  corporation, 
company,  association,  firm,  partner- 
ship, society  or  joint  stock  company  or 
Other  legal  entity. 

Premises.  The  location  of  a  garbage 
treatment  facility,  as  defined  in  this 
part,  and  any  areas  owned  or  con- 
trolled by  the  operator  of  the  fiusUlty 
where  swine  are  kept  or  fed  by  the  op- 
erator. 
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Rendered  product.  Waste  material  de- 
rived in  whole  or  in  part  from  the  meat 
of  any  animal  (Including  fish  and  poul- 
try) or  otlier  animal  material,  and 
other  refuse  of  any  character  whatso- 
ever that  has  been  associated  with  any 
such  material,  resulting  from  the  han- 
dling, preparation,  cooking  or  con- 
sumption of  food  that  has  been  i.Tound 
and  heated  to  a  minimum  temperature 
of  230  °F.  to  malie  products  such  as,  but 
not  limited  to,  animal,  poultry,  or  fish 
protein  meal,  g^rease  or  tallow. 

State.  The  fifty  States,  the  District  of 
Columbia,  Guam,  Puerto  Rico,  the  Vir- 
gin Islands  of  the  United  States,  Amer- 
ican Samoa,  the  Commonwealth  of  the 
Northern  Mariana  Islands,  and  the  ter- 
ritories and  possessions  of  the  United 
States. 

State  animal  health  official.  The  indi- 
vidual employed  by  a  State  who  is  re- 
sponsible for  livestock  and  poultry  dis- 
ease control  and  eradication  programs 
or  any  other  official  to  whom  author- 
ity is  delegated  to  act  for  the  State 
animal  health  official. 

Treated  garbage.  Edible  waste  for  ani- 
mal consumption  derived  from  garbage 
(as  defined  in  this  section)  that  has 
been  heated  throughout  at  boiling  or 
equivalent  temperature  (212  "F.  or  100 
*C.  at  sea  level)  for  30  (thirty)  minutes 
under  the  supervision  of  a  licensee. 

Treatment.  The  heating  of  garbage  to 
specifications  as  set  forth  in  this  part. 

Untreated  garbage.  Garbage  that  has 
not  been  treated  in  accordance  with 
the  Act  and  these  regulations. 

[47  FR  49945.  Nov.  3.  1982.  as  amended  al  48 
PR  22290.  May  18.  1983;  52  FR  4890.  Feb.  18, 
1987;  56  FR  26899.  Jane  12.  1991;  06  FR  21084. 
Apr.  27. 2001J 

§1IML2  General  reetrfetiims. 

(a)  No  person  shall  feed  or  permit  the 
feeding  of  garbage  to  swine  unless  the 
garbage  is  treated  to  kill  disease  orga- 
nisms, pursuant  to  this  Part,  at  a  facil- 
ity operated  by  a  person  holding  a 
valid  license  for  the  treatment  of  gar- 
bage; except  that  the  treatment  and  li- 
cense requirements  shall  not  apply  to 
the  feeding  or  the  permitting  of  the 
feedine  to  swine  of  garbaere  only  be- 
cause the  garbage  consists  of  any  of 
the  following:  rendered  products;  bak- 
ery waste;  candy  waste;  eggs;  domestic 
dairy  products  (including  milk);  fish 


from  the  Atlantic  Ocean  within  200 
miles  of  the  continental  United  States 
or  Canada;  or  fish  ftom  Inland  waters 
of  the  United  States  or  Oanada  whl<^ 
do  not  flow  into  the  Pacific  Ocean. 

(b)  No  person  operating  such  a  facil- 
ity may  be  licensed  to  treat  garbage 
unless  he  or  she  meets  the  require- 
ments of  this  part  designed  to  prevent 
the  introduction  or  dissemination  of 
any  infectious  or  communicable  dis- 
ease of  animals  and  unless  the  facility 
is  so  constructed  that  swine  are  unable 
to  have  access  to  untreated  garbage  or 
equipment  and  material  coming  in  con- 
tact with  untreated  garbage. 

(c)  The  regulations  of  this  part  shall 
not  be  construed  to  repeal  or  supersede 
State  laws  that  prohibit  feeding  of  gar- 
bage to  swine  or  to  prohibit  any  State 
from  enforcing  requirements  relating 
to  the  treatment  of  garbage  that  is  to 
be  fed  to  swine  or  the  feeding  thereof 
which  are  more  stringent  than  the  re- 
quirements contained  in  this  part.  In  a 
State  which  prohibits  the  feeding  of 
garbage  to  swine,  a  license  under  the 
Act  will  not  be  issued  to  any  applicant. 

[47  FR  49945.  Nov.  3.  1982.  as  amended  at  49 
FR  14497.  Apr.  12,  1984;  52  FR  4890,  Feb.  18, 
1987;  68  FR  21064.  Apr.  27.  2001] 

§166^   Separation  of  swine  from  the 
garbage  hanilUng  and  treatment 

(a)  Access  by  swine  to  garbage  han- 
dling and  treatment  areas  shall  be  pre- 
vented by  construction  of  facilities  to 
exclude  all  ages  and  sizes  of  swine. 

(b)  All  areas  and  drainage  therefrom, 
used  for  the  handling  and  treatment  of 
untreated  garbage  shall  be  inaccessible 
to  swine  on  the  premises.  This  shall  in- 
clude the  roads  and  areas  used  to 
transport  and  handle  untreated  gar^ 
bage  on  the  premises. 

ftlflfM  Storage  of  furbaips. 

(a)  Untreated  garbage  at  a  treatment 
facility  shall  be  stored  in  covered  and 
leakproof  containei*s  until  treated. 

(b)  Treated  garbage  shall  be  trans- 
ported to  a  feeding  area  from  the  treat- 
ment facility  only  in  (1)  containers 
used  only  for  such  treated  garbage;  (2) 
containers  previously  used  for  garbage 
which  have  been  cleaned  and  dis- 
infected in  accordance  with  f  166.14  of 
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this  part;  or  (3)  containers  in  which  the 
garbage  was  treated. 

[47  FR  49945.  Nov.  3.  1982,  aa  amended  at  52 
FR  4880.  Feb.  18. 1967] 

§  166.5  Licensed  garbage-treatment  fa- 
cility etaiidardi. 

Garbage-treatment  facilities  shall  be 
maintained  as  set  forth  In  this  section. 

(a)  Insects  and  animals  shall  be  con- 
trolled. Accumulation  of  any  material 
at  the  facility  where  insects  and  ro- 
dents may  breed  is  prohibited. 

(b)  Bqnlpment  used  for  handling  un- 
treated garbage,  except  for  the  con- 
tainers in  which  the  garbagre  has  been 
treated,  may  not  be  subsequently  used 
in  the  feeding  of  swine  nnleas  flnt 
cleaned  and  disinfected  as  set  forth  in 
1166.14(b). 

(c)  Untreated  grarbajere  that  is  not  to 
be  fed  to  swine  and  materials  in  asso- 
ciation with  sadt  garbage  shall  be  dUh 
IKMted  of  in  a  manner  consistent  with 
all  applicable  ^rovernmental  environ- 
mental refs^ulations  and  in  an  area  inac- 
cessible to  swine. 

[f7  FR  49945,  Nov.  3,  1982,  as  amended  at  52 
FR  4890.  Feb.  18.19071 

S  166.6   Swine  feeding  area  standards. 

Untreated  garbage  shall  not  be  al- 
lowed into  swine  feeding  areas.  Any 
equipment  or  material  associated  with 
untreated  garbage,  except  for  con- 
tainers holding  treated  garbage  which 
was  treated  in  such  containers,  shall 
not  be  allowed  into  swine  feeding  areas 
at  treatment  premises  until  properly 
cleaned  and  disinfected  as  set  forth  in 
§  166.14(b)  of  this  part. 

[47  FR  49945.  Nov.  3,  1982.  as  amended  at  62 
FR4890,  Feb.  18. 1987] 

1168.7  Cookiiigstaiidarda. 

(a)  Garbage  shall  be  heated  through- 
out at  boilinir  '212  "F,  or  100  °0.  at  sea 
level)  for  30  (thirty  )  minutes. 

(b)  Garbage  shall  be  agitated  during 
cooking,  except  in  steam  cooking 
equipment,  to  ensure  that  the  pre- 
scribed cooking  temperature  is  main- 
tained throughout  the  cooking  con- 
tainer for  tlie  prescribed  length  of 
time. 


S  16^8^^ehicle8  used  to  transport  gar- 

V^dee  used  by  a  licensee  to  trails- 
port  untreated  garbage,  except  those 

that  have  also  been  used  to  treat  the 
garbage  so  moved,  shall  not  be  used  for 
hauling  animals  or  treated  garbage 
until  cleaned  and  disinfected  as  set 
forth  in  §108.14(c)  of  this  part. 

[47  FR  48045,  Nov.  3.  1963.  as  amended  at  62 
FR  4890,  Feb.  18, 1987] 

I1M.9  Beeordkeeping. 

(a)  Each  licensee  shall  record  the  des^ 
tination  and  date  of  removal  of  all 

treated  or  untreated  garbage  renuived 
from  the  licensee's  premises. 

(b)  Such  records  shall  be  legible  and 
indelible. 

(c)  Each  entry  in  a  record  shall  be 
certified  as  correct  by  initials  or  signa- 
ture of  the  licensee  or  an  authorized 
agent  or  employee  of  the  licensee. 

(d)  Such  records  shall  be  maintained 
by  the  licensee  for  a  period  of  1  year 
from  the  date  made  and  shall  be  made 
available  to  inspectors  upon  request 
during  normal  business  hours  at  that 
treatment  fikdllty. 

(Approved  by  the  Ofllce  of  Management  and 
Budget  under  control  number  0579-0066) 

[47  FR  19945.  Nov.  3,  1982,  SB  amended  at  48 
FR  57474,  Dec.  30,  1983;  52  FR  4890.  Feb.  18, 
1987] 

§  166.10  Licensing. 

(a)  Application.  Any  person  operating 
or  desiring  to  operate  a  treatment  fa- 
cility for  garbage  that  is  to  be  treated 
and  fed  to  swine  shall  apply  for  a  li- 
cense on  a  form  which  will  be  fur- 
nished, upon  request,  by  the  Area  Vet- 
erinarian in  Charge  or,  in  States  with 
primary  enf(uxement  responsibility,  by 
the  State  animal  health  official  in  the 
State  in  which  the  person  operates  or 
intends  to  operate.  When  a  person  oper- 
ates more  than  one  treatment  faoillty, 
a  separate  application  to  be  licensed 
shall  be  made  for  each  facility.  Elxemp- 
tions  to  the  requirements  of  this  para- 
graph may  be  granted  in  States  other 
than  those  with  primary  enforcement 
responsibility  by  the  Administrator,  if 
he  finds  that  there  would  not  be  a  risk 
to  the  swine  industry  in  the  United 
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states.  Any  person  operating  or  desir- 
ing to  operate  a  facility  to  treat  gar- 
liage  to  be  M  to  swlsa  who  would  oth- 
erwise be  required  under  this  p&rt  to 
obtain  a  license  to  treat  garbage  only 
because  it  contains  one  or  more  of  the 
items  allowed  to  be  fed  to  swine  under 
i  166.2(a)  of  this  part  is  exempted  from 
the  requirements  of  this  paragraph. 

(b)  Acknowledgement  of  Act  and  regula- 
tions. A  copy  of  the  Act  and  regulations 
shall  he  supplied  to  the  Applicant  at 
the  time  the  applicant  is  given  a  li- 
cense application.  The  applicant  shall 
sign  a  receipt  at  the  time  of  the 
prelicensing  inspection  acknowledging 
that  the  applicant  has  received  a  copy 
of  the  Act  and  regulations,  that  the  ap- 
plicant understands  them,  and  agrees 
to  comply  with  the  Act  and  regula- 
tions. 

(c)  Demonstration  of  compliance  rvith 
the  regulations.  (1)  Prior  to  licensing, 
each  applicant  shall  demonstrate  dur- 
ing an  inspection  of  the  premises,  fa- 
cilities, and  equipment  that  the  facili- 
ties and  equipment  to  be  used  in  the 
treatment  of  garbage  comply  with 
these  regulations.  If  the  applicant's  fa- 
cilities and  equipment  do  not  meet  the 
standards  established  by  the  regula- 
tions, the  applicant  shall  not  be  li- 
censed and  shall  be  advised  of  the  defi- 
ciencies and  the  measures  that  must  be 
taken  to  comply  with  the  regulations. 

(2)  The  licensee  shall  make  the  prem- 
ises, facilitieB,  and  oQuipment  available 
during  normal  business  hours  for  in- 
spections by  an  inspector  to  determine 
continuing  compliance  with  the  Act 
and  regulations. 

(8)  The  facilities  and  equipment  of  an 
applicant  for  a  license  shall  be  in  com- 
pliance with  all  applicable  govern- 
mental environmental  regulations  be- 
fore the  applicant  will  be  licensed. 

<d)  Issuance  of  license.  A  license  will 
be  issued  to  an  applicant  when  the  re- 
quirements of  paragraiflis  (a),  (h),  and 
(o)  of  this  section  have  been  met.  pro- 
vided that  such  facility  is  not  located 
in  a  State  which  prohibits  the  feeding 
of  garbage  to  swine;  and  fbrther,  that  if 
the  Administrator  has  reason  to  be- 
lieve that  the  applicant  for  a  license  is 
unfit  to  engage  in  the  activity  for 
which  application  has  been  made  by 
reason  of  the  fact  that  the  applicant  is 
engaging  in  or  has.  In  the  past,  engaged 


in  any  activity  in  apparent  violation  of 
the  Act  or  the  regulations  which  has 
not  been  the  subject  of  an  administra- 
tive proceeding  under  the  Act,  an  ad- 
ministrative proceeding  shall  be 
promptly  instituted  in  which  the  appli- 
cant win  be  afforded  an  opportunity  for 
a  hearing  in  accordance  with  the  rules 
of  practice  under  the  Act,  for  the  pur- 
pose of  giving  the  applicant  an  oppor- 
tunity to  diow  cause  why  the  applica- 
tion for  license  should  not  be  denied.  In 
the  event  it  is  determined  that  the  ap- 
plication should  be  denied,  the  appli- 
cant shall  be  precluded  ftom  re- 
applsrlng  for  a  license  for  1  year  from 
the  date  of  the  order  denying  the  appli- 
cation. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579>0065) 

[47  FR  49945,  Nov.  3,  1962.  as  amended  at  48 

FR  57474.  Dec.  30,  1983;  49  FR  14497,  Apr  12. 
1984;  &2  FR  4890.  Feb.  18.  1967;  56  FR  26899, 
June  12, 1991:  66  PR  21064.  Apr.  27.  2001] 

S  166.11  Suspension  and  revocadom  of 
Hoensee. 

(a)  Sixspension  or  revocaUon  after  no- 
tice. In  addition  to  the  Imposition  of 
civil  penalties  and  the  Issuance  of 
cease  and  desist  orders  under  the  Act, 
the  license  of  any  facility  may  be  sus- 
pended or  revoked  for  any  violation  of 
the  Act  or  the  regulations  in  this  part. 
Before  such  action  is  taken,  the  li- 
censee of  the  facility  will  be  informed 
in  writing  of  the  reasons  for  the  pro- 
posed action  and,  upon  request,  shall 
be  afforded  an  opportunity  for  a  hear- 
ing with  respect  to  the  merits  or  valid- 
ity of  such  action,  in  accordance  with 
rules  of  practice  which  shall  be  adopted 
for  the  proceeding. 

(b)  Summary  suspension.  If  the  Admin- 
istrator has  reason  to  believe  that  any 
licensee  has  not  complied  or  is  not 
complying  with  any  provisions  of  the 
Act  or  regulations  in  this  part  and  the 

Administrator  deems  such  action  nec- 
essary in  order  to  protect  the  public 
health,  interest,  or  safety,  the  Admin- 
istrator may  summarily  suspend  the  li- 
cense of  such  persons  pending  a  final 
determination  in  formal  proceedings 
and  any  judicial  review  thereof,  effec- 
tive upon  verbal  or  written  notice  of 
such  suspension  and  the  reasons  there- 
for. In  the  event  of  verbal  notification, 
written  confirmation  shall  follow  as 
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Boon  as  circumstances  permit.  TMs 
summary  suspension  shall  continue  in 
effect  pending  the  completion  of  the 
proceeding:  and  any  judicial  review 
thereof,  unless  othervirLse  ordered  by 
the  Administrator. 

(c)  The  license  of  a  person  diall  be 
automatically  revoked,  without  action 
of  the  Administrator,  upon  the  final  ef- 
fective date  of  the  second  criminal  con- 
ylction  of  BQch  person,  as  is  stated  in 
section  6(c)  of  the  Act.  The  licensee 
will  be  notified  in  writing  of  such  rev- 
ocation by  the  Area  Veterinarian  in 
Charge  or,  in  States  having  primary 
enforcement  responsibility,  hy  the 
State  animal  health  official. 

(d)  Any  person  whose  license  has 
been  suspended  or  revoked  for  any  rea- 
son shall  not  be  licensed  in  such  per- 
SCm's  own  name  or  in  any  other  man- 
ner, nor  shall  any  of  such  person's  em- 
ployees be  licensed  for  the  purpose  of 
operating  the  fiusUlty  owned  or  oper^ 
ated  by  said  Uoensee  while  the  order  of 
suspension  or  revocation  is  in  effect. 
Any  person  whose  license  has  been  re- 
voked shall  not  be  eligible  to  apply  for 

a  new  license  for  a  period  of  1  year 
from  the  effective  date  of  such  revoca- 
tion. Any  person  who  desires  the  rein- 
statement of  a  license  that  has  been  re- 
voked  must  follow  the  procedure  for 
new  licensees  set  forth  in  §166.10  of  this 
part. 

Ci7  FR  48945.  Nov.  3,  1982.  as  amended  at  52 
FB  4800.  Feb.  18,  1887;  06  FR  96800.  June  12. 
UOl] 

§166.12  Cancellation  ofUoenses. 

(a)  The  Area  Veterinarian  in  Charge 
or,  in  States  listed  in  1106.15(d)  of  this 

part,  the  State  animal  health  official 
shall  cancel  the  license  of  a  licensee 
when  the  Area  Veterinarian  in  Charge 
or.  in  States  Usted  In  f  166.15(d)  of  this 
part,  the  State  animal  health  official 
finds  that  no  garbage  has  been  treated 
for  a  period  of  4  consecutive  months  at 
the  fsdllty  operated  by  the  licensee. 
Before  such  action  is  taken,  the  li- 
censee of  the  facility  will  be  informed 
in  writing  of  the  reasons  for  the  pro- 
posed action  and  be  given  an  oppor- 
tnnity  to  respond  in  writing.  In  those 
instances  where  there  is  a  conflict  as 
to  the  facts,  the  licensee  shall,  upon  re- 
qnest,  be  afforded  a  hearing  in  accord- 


ance with  rules  of  practice  which  shall 
be  adopted  for  the  proceeding. 

(b)  Any  licensee  may  voluntarily 
have  his  or  her  license  canceled  by  re- 
questing such  cancellation  in  writing 
and  sending  such  reqnest  to  the  Area 
Veterinarian  in  Charge,*  or,  in  States 
listed  in  §  166.15(d)  of  this  part,  to  the 
State  animal  health  official.  The  Area 
Veterinarian  in  Chaise  or.  in  States 
listed  in  §  166.15(d)  of  this  part,  the 
State  animal  health  official  shall  can- 
cel such  license  and  shall  notify  the  li- 
censee of  the  cancellation  in  writing. 

(c)  Any  person  whose  license  is  can- 
celed in  accordance  with  paragraph  (a) 
or  (b)  of  this  section  may  apply  for  a 
new  license  at  any  time  by  following 
the  ptroeednre  for  obtaining  a  llcenfle 
set  fbrth  In  }166.10  of  this  pert. 

[52  FR  4891.  Feb.  18.  1987.  as  amended  «t  66 
FR  26899.  June  12.  1901;  59  FB  67616.  Deo.  30. 
1994] 

§  166.13    Licensee  responsibilities. 

(a)  A  licensed  facility  shall  be  subject 
to  inspections.  Each  inspector  will  be 
famished  with  an  official  badge  or 
identification  card,  either  of  which 
shall  be  sufficient  identification  to  en- 
title access  during  normal  business 
hours  to  the  Csdlity  for  the  purposes  of 
inspection.  At  such  time  the  Inspector 
is  duly  authorized  to: 

(1)  Inspect  the  facility,  including 
cooker  ftmctlon; 

(2)  Take  samples  of  garbage; 

(3)  Observe  and  physically  inspect  the 
health  status  of  all  si>ecie8  of  animals 
on  the  premises; 

(i)  Review  records  and  make  copies  ct 
such  records;  and 

(5)  Take  photographs.  A  copy  of  each 
photograph  will  be  provided  to  the  li- 
censee within  14  days. 

(b)  A  licensee  shall  notify  an  inspec- 
tor inmiediately  upon  detection  of  ill- 
ness or  death  not  normally  associated 
with  the  licensee's  operation  in  any 
animal  species  on  the  licensee's  prem- 
ises. 

(c)  A  licensee  shall  notify  an  inspec- 
tor or  the  State  animal  health  oiOolal 


'The  name  and  address  of  the  Area  Veteri- 
narian in  Charge  may  be  obtained  from  the 
Veterinary  Services.  Operational  Support, 
4700  River  Road.  Unit  33.  Riverdale.  Mary- 
land 20737-1281. 
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or  the  Area  Veterinarian  in  Charge,  as 
appropriate,  of  any  change  in  the 
name,  address,  management  or  sub- 
stantial control  or  ownerahlp  of  Ills 
business  or  operation  within  90  days 
after  making  such  change. 

Cd)  A  licensee  shall  supply,  upon  re- 
qmest  by  an  Inspector,  information  con- 
cernlng  sources  of  garbage.  Such  infor- 
mation shall  include  the  dates  of  sup- 
ply amd  the  names  and  addresses  of  the 
person  and/or  organisation  from  which 
the  garbage  was  reoeiyed. 

(Approved  by  the  Office  of  Management  and 
Budget  under  control  number  0579-0065) 

[47  FR  49945,  Nov.  3,  1982.  as  amended  at  48 
FB  97474,  Deo.  30.  1983;  52  FR  4890.  Feb.  18, 
1987.  Redesignated  at  88  FR  4881.  Feb.  18. 
1987] 

iie6bl4  CiMuiiiigaiiddisiiiCBeCiiig. 

(a)  Disinfectants  to  be  used.  Disinfec- 
tion required  under  the  regulations  In 
this  Part  shall  be  performed  with  one 
of  the  following: 

(1)  A  permitted  brand  of  sodium 
orthophenylphenate  that  is  used  in  ac- 
cordance with  directions  on  the  Envi- 
ronmental Protection  Agency  (EPA) 
approved  label. 

(2)  A  permitted  cresyllc  disinfectant 
that  is  used  in  accordance  with  direc- 
tions on  the  EPA-approved  label,  pro- 
vided such  disinfectant  also  meets  the 
requirements  set  forth  in  {§  71.10(b)  and 
71.11  of  this  chapter. 

(8)  Distinfeetants  which  are  reg- 
istered under  the  Federal  Insecticide. 
Fungicide,  and  Rodenticide  Act  (7 
U.S.C.  135  et  seq.),  with  tuberculocidal 
olaims  and  labeled  as  eftlcaoions 
against  any  species  within  the  viral 
genus  Herpes,  that  are  used  for  pur- 
poses of  this  Part  in  accordance  with 
directions  on  the  EPA>approyed  label. 

(b)  All  premises  at  which  garbage  has 
beim  fed  to  swine  in  violation  of  the 
Act  or  rearulatlonB  in  this  part  shall, 

inrior  to  oontlnued  use  fbr  swine  feeding 

purposes,  be  cleaned  and  disinfected 
under  the  supervision  of  an  inspector 
or  an  accredited  veterinarian  as  de- 
fined in  Part  160  of  this  chapter  as  fol- 
lows: Empty  all  troughs  and  other  feed- 
ing and  watering  appliances,  remove 
all  litter,  garbage,  manure,  and  other 
organic  material  from  the  floors,  posts, 
or  other  parts  of  such  eqnj^pmsiit,  and 
handle  such  litter,  garbage,  mannre. 


and  other  organic  material  in  such 
manner  as  not  to  allow  animal  contact 
with  such  material;  clean  all  surfaces 
with  water  and  detergent  and  saturate 
the  entire  surface  of  the  equipment, 
fencing,  troughs,  chutes,  floors,  walls, 
and  ail  other  parts  of  the  facilities, 
with  a  disinfectant  prescribed  in  para- 
graph (a)  of  this  section.  An  exemption 
to  the  requirements  of  this  paragraph 
may  be  given  by  the  Administrator  or, 
in  States  with  primary  enforcement  re- 
sponsibility, by  the  State  animal 
health  official,  when  it  is  determined 
that  a  threat  to  the  swine  industry 
does  not  ezlBt. 

(c)  Any  vehicle  or  other  means  of 
conveyance  and  its  associated  equip- 
ment which  has  been  used  by  the  li- 
censee to  move  garbage,  except  any  ve- 
hicle  or  other  means  of  conveyance 
which  also  has  been  used  to  treat  the 
garbage  so  moved,  shall,  prior  to  use 
for  livestock'^related  or  treated  garbage 
haulincr  purposes,  be  cleaned  and  dis- 
infected as  follows:  Remove  all  litter, 
garbage,  manure,  and  other  orgsuiic 
material  from  all  portions  of  each 
means  of  conveyance,  inclnding  all 
ledges  and  framework  inside  and  out- 
side, and  handle  such  litter,  garbage, 
manure,  and  other  organic  material  in 
such  manner  as  not  to  allow  animal 
contact  with  such  material:  clean  the 
interior  and  the  exterior  of  such  vehi- 
cle or  oiAier  means  of  conveyance  and 
its  associated  equipment  with  water 
and  detergent;  and  saturate  the  entire 
interior  surface,  including  all  doors, 
endgates,  portable  chutes,  and  similar 
equipment  with  a  disinfectant  pre- 
scribed in  paragraph  (a)  of  this  section. 

(d)  The  owner  of  such  facilities  and 
vehicles  shall  be  responsible  for  clean- 
ing and  disinfiBcting  as  required  under 
this  section,  and  the  cleaning  and  dis- 
infecting shall  be  done  without  expense 
to  the  United  States  Department  of 
Agrionltore. 

[47  FR  49945,  Nov.  3.  1962.  Redesignated  and 
amended  at  52  FR  4891,  Feb.  18,  1887;  56  FB 

26899.  June  12.  1991] 

§166.15   State  status. 

(a)  The  following  States  prohibit  the 
feeding  of  garbage  to  swine:  Alabama, 
Delaware,  (Georgia,  Idaho,  Illinois,  Indi- 
ana, Iowa,  Louisiana,  Mississippi,  Ne- 
braska. New  York.  North  Dakota, 
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South  Carolina,  Soutii  Dakota,  Ten- 
nessee, Virginia,  and  Wisconsin. 

d)  Tbe  following  States  and  Puerto 
Rico  permit  the  feeding  of  treated  gar- 
bage to  swine:  Alaska.  Arizona.  Arkan- 
sas, California,  Colorado,  Connecticut, 
Florida,  Hawaii,  Kansas,  Kentucky, 
Maine,  Maryland,  Maasachiuetta, 
Michigan,  Minnesota,  Missouri,  Mon- 
tana, Nevada,  New  Hampshire,  New 
Jersey,  New  Mexico,  North  Carolina, 
Ohio,  Oklahoma,  Oregon,  Pennsyl- 
vania, Puerto  Rico,  Khode  Island, 
Texas,  Utah,  Vermont.  Wasbington. 
West  Virginia,  and  Wyoming. 

(c)  The  following  States  have  pri- 
mary enforcement  responsibility  under 
tlie  Act:  Alabama.  Arlsona,  Oallfomia, 
Colorado,  Florida,  GeorGrla,  Hawaii, 
Idaho,  Illinois.  Indiana.  Iowa.  Kansas, 
Michigan,  Minnesota,  Mississippi,  Mis- 
souri, Montana,  Nebraska,  Nevada, 
New  Jersey,  New  York,  North  Dakota, 
Ohio,  Oregon,  Pennsylvania,  South 
Carolina.  South  Dakota.  Tennessee, 
Utah,  Virginia,  West  Virginia,  and  Wis- 
consin. 

(d)  The  foUowinsr  States  issue  li- 
censes under  cooperative  agreements 
with  the  Animal  and  Plant  Health  In- 
spection Service,  but  do  not  have  pri- 
mary enforcement  responsibility  under 
the  Act:  Kentucky,  Maryland,  Puerto 
Bico,  Texas,  and  Washing-ton. 

(e)  The  public  may  contact  the  Area 
Veterinarian  in  Charge,  Animal  and 
Plant  Health  Inspection  Service, 
United  States  Department  of 
Agiculture  or  State  animal  health  offi- 
cial, or  the  Animal  and  Plant  Health 
Inspection  Service,  Veterinary  Serv- 
ices, Swine  Health.  4700  River  Road. 
Unit  37.  Riverdale,  Maryland  20737-1231, 
concerning  the  feeding  of  garbage  to 
swine. 

[47  FR  49945,  Nov.  3,  1982,  as  amended  at  51 
FR  2848,  Jao.  16,  1986;  51  FR  15757,  Apr.  28, 

1986.  Redesifniated  and  amended  at  52  FR 
4881.  Feb.  18,  1987.  52  FR  13231.  Apr.  22.  1967; 
52  FR  34208,  Sept.  10,  1967:  52  FR  87263,  Oct.  6. 

1987:  55  FR  30688.  July  27,  1990;  56  FR  7555. 
Feb.  25,  1991:  56  FR  26899.  June  12.  1991;  56  FR 
37827,  Aug.  9,  1991;  59  FR  67618,  Dec.  30,  1994] 


PART  167— RULES  OF  PRACTICE 
GOVERNING  PROCEEDINGS 
UNDER  THE  SWINE  HEALTH  PRO- 
TECnm  ACT 

Sec. 

167.1  Scope  and  applicability  of  rulee  of 

practice. 

SulHxirt  B--$upplMn«iM  RmIm  Of  Piocllc* 

167.10  BttpnlaWmw. 

AUTHORrrY:  7  U.S.C.  3601  3806,  and  8811;  7 

CFR  2.22.  2.80.  and  371.4. 

Source;  48  FR  30095,  June  30,  1983,  unless 
otherwiae  noted. 

Subpart  A— Gutol 

1167.1  8eop»Mid«iiplkMibflHy<fnJM 

of  practice. 

The  Uniform  Rules  of  Practice  for 
the  Department  of  Agriculture  promul- 
gated in  subpart  H  of  part  1,  subtitle  A, 
title  7,  Code  of  Fedoral  ResrolatlOBS. 
are  the  Rules  of  Practice  applicable  to 
adjudicatory,  administrative  pro- 
ceedings under  Bections  5  and  6  of  tbe 
Swine  Health  Protection  Act  (7  U.8.0. 
3804.  3805).  In  addition,  the  Supple- 
mental Rules  of  Practice  set  forth  in 
subpart  B  of  this  part  ahaH  be  applica- 
ble to  such  proceedings. 

Subpart  B— SupplemMilal  Rules  of 
Practice 

Sl«7.10  Stipulatioiie. 

fa)  At  any  time  prior  to  the  issuance 
of  a  complaint  seeking  a  civil  penalty 
under  the  Act,  the  Administrator,  in 
hlB  discretion,  may  enter  Into  a  stiini- 
lation  with  any  person  in  which: 

(1)  The  Administrator  or  the  Admin- 
istrator s  delegate  gives  notice  of  an 
apparent  violation  of  the  Act,  or  the 
regulations  issued  thereunder,  by  such 
person  and  affords  such  person  an  op- 
portunity for  a  healing  regarding  the 
matter  as  provided  by  the  Act; 

(2)  Such  person  expressly  waives 
hearing  and  agrees  to  a  specified  order 
which  may  include  an  agreement  to 
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pay  a  specified  penalty  within  a  des- 
ignated time;  and 

(8)  The  AdmlniBtrator  agrees  to  ac- 
cept the  order  In  settlement  of  the  par- 
ticular matter  conditioned  upon  timely 
pasrment  of  the  penalty  if  the  order  In- 
cludes an  agreement  to  pay  a  penalty. 

(b)  If  the  order  Includes  an  agreement 
to  pay  a  penally  and  the  penalty  is  not 


§167.10 

paid  within  the  time  designated  in  sactli 
a  stipulation,  the  amount  of  the  pen- 
alty shall  not  be  relevant  in  any  re- 
spect to  the  penalty  nhioh  may  be  as- 
sessed after  Issnaaoe  of  a  oonq^lalnt. 

PARIS  168-199  [RESERVED] 
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A  list  of  CFR  titles,  subtitles,  chapters,  subchapters  and  parts  and  an  alphabet- 
ical list  of  agencies  publishing  in  the  CFR  are  included  in  the  CFR  Index  and 
Finding  Aids  volume  of  the  Code  of  Federal  Reffulations  which  is  published  sepa- 
rately and  revised  annually. 
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(RwlMd  CM  of  Jcmiciiy  1,  aOQ8> 

The  Director  of  the  Federal  Register  has  approved  under  5  U.S.C.  552(a)  and 
1  CFB  Part  51  the  incorporation  by  reference  of  the  following  publications.  This 
list  eontftisft  only  tiiose  incorporations  by  reference  effective  as  of  the  reyislon 
date  of  this  volume.  Incorporations  by  reference  found  within  a  regulation  are 
effective  upon  the  effective  date  of  that  regulation.  For  more  information  on 
incorporation  by  reference,  see  the  preliminary  pages  of  this  volume. 

9  CFR  (PARTS  1-199) 

ANIMAL  AND  PLANT  HEALTH  INSPECHON  SERVICE.  DEPARTMENT  OF 
AGRICULTURE 

0  CFR 

A^ticiilliiro  Depvtment 

Veterinary  Svvices,  Animal  and  Plant  Health  Inspectiim  Service* 

USDA.  4700  River  Road,  Riverdale,  MD  20737-1231 

Uniform  Methods  and  Rules-Bovine  Tuberculosis  Eradication  (March  77.1;  77.4;  77.5 
13. 1985  Edition). 

UalfDim  Mediods  and  Rules-Bovine  Tuberculosis  Eradication  (Feb-  77.1;  77.4;  77.5 

luary  3. 1989  Edition). 

Uniform  Methods  and  Rules-Bovine  Tuberculosis  Eradication  (Janu*  77.1;  77.3.  77.4; 

ary  22,  1999  Edition).  77.5 

A^Tech  Systems,  Inc. 

100  Fore  Street.  Portland.  ME  04101 
CnE^  Brucella  Abortus  Antibody  Test  Kit  instructions,  licensed  and  78.1(aH9) 

approved  by  USDA.  December  31. 1967. 

State  of  Texas 

Texas  Animal  Health  Commission  (TAHCO),  2105  Kramer  Lane. 
Austin.  TX  78758 

Texas  Administrative  Code.  (Title  4  [Agriculture],  Part  2  [Texas  Ani-  72.5 
mal  Health  Commisston].  Chapter  41  [Fever  Ticks))  Rule  41.2: 
"Quarantine  Line  Defining  and  Establishing  Tick  dedication 

Areas,"  effective  April  8,  2001. 

World  Health  Organization 

49  Slienddii  Ave..  Albany.  NY  12210 

Laboratory  Techniques  In  Rabies.  Chillier  37.  4th  Bdition  (1996)  113.209 

Laboratory  Techniques  in  Rabies.  lUid  Ed.  (1973)  Edited  by  Martin  113.129 

M.  Kaplan  and  Hilaiy  Kapcowski. 
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IV    Miscellaneous  Agencies  (Parts  400—500) 
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I    Executive  Office  of  tlie  President  (Parts  100—199) 
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XXVI  Department  of  Defense  (Part  3601) 

897 


Digitized  by  Google 


Tttto  5— Administrative  Personnel— Continued 

Cil.il). 


XXVIII  Department  of  Justice  (Part  3801) 

XXIX  Federal  Communications  Commission  (Parts  3800— 3M0) 

XXX  Fann  Credit  Ssrstem  Insnrance  Corporation  (Parts  4000—4009) 

XXXI  Farm  Credit  Administration  (Parts  4100-4199) 

XXXm  Overseas  Private  Investment  Corporation  (Part  4301) 

XXXV  Office  of  Personnel  Management  (Part  4601) 

XL  Interstate  Commerce  Commission  (Part  6001) 
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XLin  National  Sdenoe  Foundation  (Part  5301) 

XLV  Department  of  Health  and  Human  Services  (Part  6601) 
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UL  United  States  Postal  Service  (Part  7001) 

liXI  National  Lahor  Relations  Board  (Part  7101) 

LXn  Equal  Emplosrment  Opportunity  Conmiission  (Part  7301) 

TiXTTT  Inter-American  Foundation  (Part  7801) 

liXV  Department  of  Housing  and  Urtian  Development  (Part  7501) 

liXVI  National  Archives  and  Records  Administration  (Part  7601) 
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LXXVI  Federal  Retirement  Thrift  Investment  Board  (Part  8601) 

LXXVn  Office  of  Management  and  Budget  (Part  8701) 
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Title  /^Agriculture 

Subtitle  A — Office  of  the  Secretary  of  Agriculture  (Parts 
0-^ 

SUBTTTLB  B— RSaiTLATIOMS  OF  THB  DBPAKIMBNT  OV  AiaillOUimiRB 

I    Agricultural  Marketing  Service  (Standards,  Inspections,  Mar- 
keting Practices).  Department  of  Agriculture  (Puts  27—300) 
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1699) 
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XXIX     Office  of  Energy,  Department  of  Agriculture  (Parts  2900—2999) 

XXX    Office  of  the  Chief  Financial  Officer,  Department  of  Agriculture 
(Parts  9000-8090) 

XXXI  Oflloe  of  BnvlTonmental  (Quality,  Department  of  Agriculture 
(Parts  8100-8190) 

XXXn    Office  of  Procurement  and  Property  BCanagement,  D^artment 

of  Agriculture  (Parts  8200—8290) 

xxxin    Office  of  Transportation,  Department  of  Agriculture  (Parts 

3300-3399) 
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XXXrv    Cooperative  State  Research,  Education,  and  Extension  Service, 

Department  of  Agriculture  (Parts  3400—3499) 

XXXV    Rural  Housing  Service,  Department  of  Agriculture  (Parts  3500— 
3589) 

XXXVI    National  Agricaltnral  Statistioa  Service.  Department  of  Agri- 
onltore  (Parte  aeoO-MOQ) 

XZXVK    Economic  Reaearoli  Service,  Department  of  Agrionltore  (Parte 

3700—3799) 

XXXVni    World  Agricultural  Outlook  Board,  Department  of  Agrlcnltiire 

(Parts  3800—3889) 

XLI  [Reserved] 

XLiII    Rural  Business-Cooperative  Service  and  Rural  Utilities  Service, 
Department  of  Agriculture  (Parts  420(V— 4299) 

TWO  a-AHans  and  NoHonoHly 

I    Immigration  and  NataraUaation  Service,  Department  of  Juattoe 
(Parte  1-^) 

Title  9— Animals  and  Animal  Pioduds 

I    Animal  and  Plant  Healtli  Inspection  Service,  Department  of  Ag- 
ricnlture  (Parte  1—190) 

H  Orain  Inapectton,  Packers  and  Stockyards  Adminlatniitloii 
(Packer.'?  and  Stockyards  Programs).  Department  of  Agri- 
culture (Parts  200—299) 

in    Food  Safety  and  Inspection  Service,  Department  of  Agricoltnre 
(Parts  30(^99) 

Title  10— Energy 

I  Nuclear  Regulatory  Commlssioii  (Parte  0—199) 

n  DapartmentofBnergy  (Parte  aoo  999) 

m  Departmentof  Energy  (Parte  700— 999) 

X  Department  of  Energy  (Qeneral  Provisioiis)  (Parte  1000—1099) 

XVn  Defense  Nuclear  Fadlitiee  Safety  Board  (Parte  1100—1700) 

XVm    Northeast  Interstate  Low-Level  Radioactive  Waste  (Tonmiission 
(Part  1900) 

Title  1 1— Federal  Elections 

I    Federal  Election  Commission  (Parts  1—9099) 

ime  12— Banks  and  Banking 

I    Oomptroller  of  the  Chirrenoy,  Department  of  the  Treasury  (Purte 
1—199) 

n    Federal  Reserve  System  (Parte  300—399) 
ni    Federal  DeiKisit  Insnraace  Corporation  (Parte  800—809) 
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IV  Bzport-Import  Bank  of  the  United  States  (Parts  400—409) 

V  Office  of  Thrift  SnperviBion.  Department  of  the  Treasury  (Parts 

600-509) 

VI    Farm  Credit  Administration  (Parts  600—400) 
vn    National  Credit  Union  Administration  (Parts  70IM799) 
Vm    Federal  Financing  Bank  (Parts  800—080) 

IX    Federal  Housing  Finance  Board  (Parts  900—899) 

XI    Federal  Financial  Institutions  Examination  Council  (Farts 
U00-U99) 

XIV    Farm  Credit  System  Insurance  Corporation  (Parts  1400—1400) 

XV    Department  of  the  ^eaeury  (Parts  1600—1509) 

XVn    Office  of  Federal  Housing  Enterprise  Oversight,  Department  of 
Honsinflr  and  Urban  Development  (Parts  1700—1790) 

XVm    Community  Development  Financial  Institutions  Fond,  Depart- 
ment of  the  Treasury  (Parts  1800—1800) 

THto  Id— Busineis  Cradit  and  Aitistance 

I    Small  Business  Administration  (Parts  1 — 199) 

m    Economic  Development  Administration,  Department  of  Com- 
merce (Parts  300—399) 

IV     Emergency  Steel  Guarantee  Loan  Board  (Parts  400 — 499) 

V  Emergency  Oil  and  Gas  Guaranteed  lioan  Board  (Parts  600—590) 

Title  14— Aeronautics  and  Space 

I    Federal  Aviation  Administration,  Department  of  Transportation 
(Parts  1—109) 

n    OfCioe  of  the  Secretary,  Department  of  Transportation  (Aviation 
Proceedings)  (Parts  200-300) 

ni    Commercial  Space  ^nansportation.  Federal  Aviation  Adminia* 
tratlon.  Department  of  Transportation  (Parts  400-400) 

V  National  Aeronautics  and  Space  Administration  (Parts  1200— 

1299) 

VI    Air  Transportation  System  Stabilization  (Parts  1300—1300) 

Title  15— Commerce  and  Foreign  Trade 

Subtitle  A— office  of  the  Secretary  of  Commerce  (Parts  0— 
29) 

Subtitle  b— Rboulations  relatino  to  oombckrob  and  Fobbion 
Trade 

I    Bureau  of  the  Census,  Department  of  Oonunerce  (Parts  30—190) 

n    National  bistitute  of  Standards  and  Tedmology,  Department  of 
Commerce  (Parts  200—290) 

m    International  Trade  Administration,  Department  of  Commerce 
(Parts  300—399) 
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IV    Foreign-Trade  Zones  Board,  Department  of  Oommeroe  (Parte 

400^-499) 

VII    Bureau  of  Industry  and  Security,  Department  of  Commerce 
(Parts  700—799) 

vm    Bureau  of  Economic  Analysis,  Department  of  Commerce  (Parts 
800—699) 

IX    National  Oceanic  and  Atmospiheric  Administration,  D^partmsnt 
of  Commerce  (Farts  900—000) 

XI    Technology  Administration,  Department  of  ConmieTce  (Parts 

1100—1199) 

xm     East-West  Foreign  Trade  Board  (Parts  1300—1399) 

XIV    Minority  Business  Development  Agency  (Parts  1400—1499) 

Subtitle  C— Bboulatioms  Belatino  to  Forbion  Trade  Aobsb- 

MENTS 

XX    Office  of  the  United  States  Trade  BepresentaUve  (Parts  2000— 
2009) 

SUVmUB  D— RBQULATIONS  REX4ATINO  TO  Telboommunications 
AND  iNFORBfATION 

XXm    National  Telecommnnicatlons  and  Information  Administration, 
Department  of  Commerce  (Parts  2300—2899) 

Title  16— CommercidJ  Practices 

I     Federal  Trade  Commission  (Paris  0—999") 
II    Consumer  Product  Safety  Commission  (Parts  1000—1799) 

Title  1 7~Comm<xiity  and  Securities  Exchanges 

I    Commodity  Fntnres  Trading  Oommlssion  (Parts  1—190) 
n    Seonrities  and  Exchange  Commission  (Parts  200—800) 
IV    Department  of  the  Treasory  (Parts  400-^100) 

TfHe  18— Conservation  of  Power  and  Water  Resources 

I    Federal  Energy  Regulatory  Commission,  Department  of  BnMgy 

(Parts  1—399) 

in    Delaware  River  Basin  Commission  (Parts  400 — 499) 

VI    Water  Resources  Council  (Parts  700—799) 
VIII    Susquehanna  River  Basin  Commission  (Parts  800—890) 
xm    Tennessee  Valley  Authority  (Parte  1300—1399) 

Title  19— Customs  Duties 

I    United  States  Customs  Service,  Department  of  the  Treasury 
(Parts  1—190) 

n    United  States  Ihtematlonal  Trade  Conmiisslon  (Parts  200—200) 

ni    International  Trade  Administration,  Department  of  Commerce 
(Parts  800— 800) 
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THte  20— Employees'  Benefits 

I    Office  of  Workers*  Compensation  Programs,  Department  of 
Lalx>r  (Parts  1—190) 

n    Railroad  Retirement  Board  (Parts  200—399) 

m    Social  Security  Administration  (Parts  400—499) 

IV     Employees"  Compensation  Appeals  Board,  Department  of  Labor 
(Parts  60(^-«oe) 

V  Employment  and  Training  Administration,  Department  of  Labor 

(Ports  e0(^-«90) 

VI  Employment  Standards  Administration,  Department  of  Labor 

(Parts  700—790) 

vn    Benefits  Review  Board,  Department  of  Labor  (Parts  800—890) 

vm    Joint  Board  for  the  Enrollment  of  Actnaries  (Parts  900—099) 

IX    Offioe  of  tbe  Assistant  Secretary  for  Veterans*  Emplosrment  and 
Trainlnsr,  Department  of  Labor  (Parts  1000—1090) 

Title  21— Food  and  Drugs 

I    Food  and  Drug  Administration,  Department  of  Health  and 

Human  Services  (Parts  1—1299) 

n    Drug  Enforcement  Administration,  Department  of  Justice  (Parts 
1300—1399) 

m    Office  of  National  Drug  Control  Policy  (Parts  1400—1499) 

We  22— Foreign  Relations 

I    Department  of  State  (Parts  1—199) 

n    Agency  for  International  Development  (Parts  200— 2S&) 

m     Peace  Corps  (Parts  300— 399) 

IV    International  Joint  Commission,  United  States  and  Canada 
(Parts  400-489) 

V  Broadcasting  Board  of  Qovernore  (Parts  500 — 599) 

VII  Overseas  Private  Investment  Corporation  (Parts  700 — 799) 
IX  Foreign  Service  Grievance  Board  (Parts  900 — 999) 

X  Inter-American  Foundation  (Parts  1000—1099) 

XI    International  Boundary  and  Water  Commission,  United  States 
and  Mexico.  United  States  Section  (Parts  1100—1199) 

XII     United  States  International  Development  Cooperation  Agency 
(Parts  iaOO-1299) 

XIV    Foreign  Service  Ijabor  Relations  Board;  Federal  LalMr  Relations 

Authority;  General  Counsel  of  the  Federal  Labor  Relations 
Authority:  and  the  Foreign  Service  Impasse  Disputes  Panel 

(Parts  1400—1499) 

XV     African  Development  Foundation  (Parts  1500—1599) 
XVI     Japan-United  States  Friendship  Commission  (Parts  1600 — ^1689) 
XVn    United  States  InsUtate  of  Peace  (Parts  1700—1799) 
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TIHo  23— Highways 


I    Federal  Highway  Administration.  Department  of  Transportation 

(Parts  1—999) 

n  National  Highway  Traffic  Safety  Administration  and  Federal 
Highway  Administration.  Department  of  Transportation 
(Parts  120O-1299) 

m  National  Highway  Trafflc  Safety  Administration,  Department  of 
Transportation  (Parts  1800—1999) 

mm  24— Housing  and  Uiban  D9v#iopmont 

Subtitle  A— Office  of  the  Secretary,  Departmbntof  Hodbiho 

AND  Urban  Development  (Parts  0—99) 

Subtitle  B— Reoulatioms  RELATiNa  to  Housinq  and  Urban  Ds- 

VELOPMENT 

I    Office  of  Assistant  Secretary  for  Equal  Opportunity.  Department 
of  Housing  and  Urban  Development  (Parts  100— -190) 

n  '  Office  of  Assistant  Secretary  for  Housing-Federal  Housing  Com- 
missioner. Department  of  Housing  and  Urtian  Development 
(Parts  200-280) 

ni    Qovemment  National  Mortgage  Association,  Department  of 

Housing  and  Urban  Development  (Parts  300 — 399) 

IV  Office  of  Housing  and  Office  of  Multlfamily  Housing  Assistance 
Restructuring,  Department  of  Housing  and  Urban  Develop- 
ment (Parts  400-499) 

V  Office  of  Assistant  Secretary  for  Gommunlty  Planning  and  De- 
velopment. Department  ^  Housing  and  Urban  Development 

(Parts  500—599) 

VI  Office  of  Assistant  Secretary  for  Conmaunity  Planning  and  De- 
velopment, Department  of  Housing  and  Urban  Development 
(Parts  60fr— 609)  [Beserved] 

vn  Office  of  the  Secretary,  Department  of  Housing  and  Urban  Devel- 
opment (Housing  Assistance  Programs  and  Public  and  Indian 
Housing  Programs)  (Parts  700—799) 

Vin  Office  of  the  Assistant  Secretary  for  Housing — Federal  Housing 
Commissioner.  Department  of  Housing  and  Urban  Develop- 
ment (Section  8  Housing  Assistance  Programs,  Section  202  Di- 
rect Loan  Program,  Section  202  Supportive  Housing  for  tlie  Bl- 
derly  Program  and  Section  811  Supportive  Housing  for  Persons 
With  Disabilities  Program)  (Parts  800—899) 

IX  Office  of  Assistant  Secretary  for  Public  and  Indian  Housing,  De- 
partment of  Housing  and  Urban  Development  (Parts  900 — 1699) 

X  Office  of  Assistant  Secretary  for  Housing— Federal  Housing 
Commissioner,  Department  of  Housing  and  Urban  Develop- 
ment (Interstate  Land  Sales  Registration  Program)  (Parts 

1700—1799) 

XIT    Office  of  Inspector  General.  Department  of  Housing  and  Urban 

Development  (Parts  2000—2099) 

XX  Office  of  Assistant  Secretary  for  Housing — Federal  Housing 
Commissioner,  Department  of  Housing  and  Urban  Develop- 
ment (Parts  3200—8899) 

XXV    Neighborhood  Reinvestment  Corporation  (Parts  4100—4190) 
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I    Bureau  of  Indian  AHiairs,  Department  of  the  Interior  (Parte  1— 
290) 

n    Indian  Arts  and  Crafts  Board,  Department  of  the  Interior  (Parte 

300-399) 

in    National  Indian  Gaming  Commission,  Department  of  the  Inte- 
rior (Parts  500—599) 

IV     Office  of  Navajo  and  Hopi  Indian  Relocation  (Parts  700—799) 

V  Bureau  of  Indian  Affairs.  Department  of  the  Interior,  and  Indian 
Health  Service,  Department  of  Health  and  Human  Services 
(Part  900) 

VI    Ofdoe  of  the  Assistant  Secretary-Indian  Affairs,  Department  of 
the  Interior  (Parts  1000— 1199) 

vn    Offioe  of  the  Special  Trustee  for  American  Indians,  Department 
of  the  Interior  (Part  1200) 

Title  26^1ntemal  Revenue 

I    Internal  Revenue  Service,  Department  of  the  Treasury  (Parts  1 — 
889) 

THIe  27— Alcohol,  Tobacco  Produds  and  Fkearms 

I    Bureau  of  Alcohol.  Tobacco  and  Firearms,  Department  of  the 
Treasury  (Parts  1—299) 

Title  28— Judicioi  Administration 

Department  of  Justice  (Parts  0 — 199) 

Federal  Prison  Industries,  Inc.,  Department  of  Justice  (Parts 
800-890) 

Bnreau  of  Prisons,  Department  of  Justice  (Parts  600-^600) 

OCaoee  of  Independent  Oonnsel,  Department  of  Jnstloe  (Parts 
000-690) 

Office  of  Independent  Counsel  (Parts  700—790) 

Court  Services  and  Offender  Supervision  Agency  for  the  District 

of  Columbia  (Parts  800—899) 

National  Crime  Prevention  and  Privacy  Compact  Council  (Parts 

900—999 ) 

Department  of  Justice  and  Department  of  State  (Parts  1100 — 
1109) 

Title  29— Labor 

SuBTiTLB  A— Office  of  the  Secretary  of  Labor  (Parts  0—09) 
SuBTiTLB  B— Regulations  Relatino  to  Labor 
I    National  Labor  Relatione  Board  (Parts  100—199) 

n    Office  of  Labor-Management  Standards,  Department  of  Labor 

(Parts  200—299) 

m    National  Railroad  Adjustment  Board  (Parts  300—899) 
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IV    Office  of  Labor-Management  Standards,  Department  of  Labor 

(Parts  400—499) 

V  Wage  and  Hour  Division.  Department  of  Labor  (Parts  500 — 899) 

IX    Construction  Industry  Collective  Bargainixig  Commission  (Parts 

900—999) 

X     National  Mediation  Board  (Parts  1200—1299) 

Xn     Federal  Mediation  and  Conciliation  Service  (Parts  1400—1499) 

XIV     Equal  Employment  Opportunity  Commission  (Parts  1600—1699) 

XVn    Occupational  Safety  and  Health  Administration,  Department  of 
Labor  (Parts  1900—1999) 

XX    Occupational  Safety  and  Health  Review  Commission  (Parts 
2200-^499) 

X3CV    Pension  and  WeUure  Benefits  Administration,  Department  of 
Labor  (Parts  2500-2599) 

XXVn    Federal  Mine  Safety  and  Health  Review  Commission  (Parte 

270O— 2799) 

XL    Pension  Benefit  Guaranty  Corporation  (Parts  4000-^1999) 

Title  30— Mineral  Resources 

I    Mine  Safety  and  Health  Administration,  Department  of  Labor 
(Parts  1—199) 

n    Minerals  liCanagement  Service.  Department  of  the  Intefior 
(Parte  200-299) 

m    Board  of  Surface  Mining  and  Reclamation  Appeals,  Pepartmant 

of  the  Interior  (Parts  300—399) 

IV    Greologrical  Survey,  Deiyartment  of  the  Interior  (Parts  400—499) 

Vn    Office  of  Surface  Mining  Reclamation  and  Enforcement,  Depart- 
ment of  the  Interior  (Parts  700—999) 

Title  31— Money  and  Finance:  Treasury 

SUBTTTLB  A— Office  of  the  Secretary  of  the  Treasury  (Parts 
0-60) 

Subtitle  B— Rboulations  Rblatinq  to  Money  and  Finance 
I    Monetary  Offices,  Department  of  the  Treasury  (Parts  51— IW) 
H    Fiscal  Service,  Department  of  the  Treasury  (Parts  200—899) 
IV    Secret  Service,  Department  of  the  Treasury  (Parts  400—400) 

V  Office  of  Foreign  Assets  Ck>ntrol,  Department  of  the  Treasury 

(Parts  500-699) 

VI    Bureau  of  Engraving  and  Printing,  Department  of  the  Treasury 

(Parts  600—699) 

vn    Federal  Law  Enforcement  Training  Center,  Department  of  the 

Treasury  (Parts  700—799) 

VIII    Office  of  International  Investment,  Department  of  the  Treasury 
(Parts  800— 899) 

IX    Federal  Claims  Collection  Standards  (Department  of  the  Treas- 
ury—Department of  Justice)  (Parts  900—099) 
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SUBHTLB  A— DESPARTMENT  OF  I^FBNBB  ' 

I  Qftloe  of  the  Secretary  of  Defense  (Parts  1—899) 

V  Department  of  the  Army  (Parts  400—699) 
VI  Department  of  the  Navy  (Parts  700—799) 

VII  Department  of  the  Air  Force  (Parts  800—1099) 

Subtitle  b— Other  Regulations  Relating  to  National  De- 
fense 

XII     Defense  Logistics  Agency  (Parts  1200—1299) 

XVI     Selective  Service  System  (Parts  1600—1699) 

XVm     National  Counterintelligence  Center  (Parts  1800—1899) 

XDi    Central  Intelligence  Agency  (Parts  1900—1999) 

XX    Information  Security  Oversight  Office.  National  ArcMves  and 
Records  Administration  (Parts  2000— 2099) 

XXI     National  Security  Council  (Parts  2100—2199) 

XXTV     Office  of  Science  and  Technology  Policy  (Parts  2400—2499) 

XXVn     Office  for  Micronesian  Status  Negotiations  (Parts  2700—2799) 

XXVin    Office  of  the  Vice  President  of  the  United  States  (Parts  2800— 
2899) 

1M  d3— Navigation  and  Navigable  Waters 

I    CoMt  Guard,  D^iiartment  of  "Traiuportatlon  (Parts  1—199) 

n    Corps  of  Engineers,  Department  of  the  Army  (Parts  900—889) 

IV    Saint  Lawrence  Seaway  Development  Corporation,  Department 
of  Tnuuiportatlon  (Parts  40fr— 409) 

Title  34-Eclucation 

Subtitle  A— Office  of  thb  Sborbtaby.  Dbpartmemt  of  Edu- 
cation (Parts  1—99) 

Subtitle  b— Regulations  of  the  Offices  of  the  Department 

OF  Education 

I     Office  for  Civil  Rights.  Department  of  Education  (Parts  100—199) 

n    Office  of  Elementary  and  Secondary  Education,  Department  of 
Education  (Parts  200—209) 

m    Office  of  Special  Education  and  Rehabilitative  Services,  Depart- 
ment ot  Bducatlon  (Parts  800—899) 

IV    Office  of  Vocational  and  Adnlt  Bdncatlon,  Department  of  Bdn- 
oatlon  (Parts  400—499) 

V  Office  of  Bilingual  Education  and  Minority  Langnaflres  AfCslrs, 

Department  of  Education  (Parts  500—599) 

VI    Office  of  Postsecondaxy  Edooation,  Department  of  Bdncation 

(Parts  600—699) 

XI     National  Institute  for  Literacy  (Parts  1100—1199) 

Subtitle  C  -Regulations  Relating  to  Education 
Xn    NaUonal  Council  on  Disability  (Parts  1200—1299) 
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Ctiap. 

I    Panama  Ganal  BegnlatloDS  (Parts  1— m) 

Title  36— Parks,  FotmIs.  and  Public  Ptoperty 

I  National  Park  Service,  Department  of  the  Interior  (Parts  1 — ^199) 

n  Forest  Service.  Department  of  Agriculture  (Parts  200 — 299) 

III  Corps  of  Engineers,  Department  of  the  Army  (Parts  300 — 399) 

IV  American  Battle  Monuments  Commission  (Parts  400 — 499) 
V  Smithsonian  Institution  (Parts  500—599) 

VII  Library  of  Congrress  (Parts  700—790) 

vni  Advisory  Council  on  Historic  Preservation  (Parts  800—899) 

IX  Pennsylvania  Avenue  Development  Corporation  (Parts  900  000) 

X  Presidio  Trust  (Parts  1000—1099) 

XI  Architectural  and  Transportation  Barriers  Oomplianoe  Board 

(Parts  1100—1199) 

Xn  National  Archives  and  Records  Administration  (Parts  1200 — ^1299) 

XV  Oklahoma  City  National  Memorial  Trust  (Part  1501) 

XVI    Morris  K.  Udall  Scholarship  and  Excellence  in  National  Environ- 
mental Policy  Foundation  (Parts  1600—1699) 

into  37— Monts.  Tiodtmarks.  and  Copyrights 

I    United  States  Patent  and  Trademark  OfEtoe.  Deparfemeiit  of 
Gommerce  (Psrts  1—190) 

n    Oopyrli^t  Ofllce,  Library  of  Congress  (Parts  200—980) 

IV  Assistant  Secretary  for  Technology  Policy,  Department  of  Oom- 

merce  (Parts  400—499) 

V  Under  Secretary  for  Teclinology,  Department  of  Commerce 

(Parts  500—599) 

THto  38— Pwuions,  BonuMt,  and  V^toicm'  IMM 

I    Department  of  Veterans  Affislrs  (Parts  0—09) 

TW9  39-Pottal  SMvice 

I     United  States  Postal  Service  (Parts  1—999) 
lU    Postal  Rate  Conmiission  (Parts  3000-^0099) 

Title  40— Protection  of  Environment 

I     Environmental  Protection  Agency  (Parts  1 — 799) 

IV    Environmental  Protection  Agency  and  Department  of  Justice 
(Parts  1400—1400) 

V  Oonnoil  on  Environmental  Quality  (Parts  1500—1600) 

VI    Chemioal  Safety  and  Hasard  Investigation  Board  (Parts  1600— 
1600) 
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Vn  Environmental  Protection  Agency  and  Department  of  Defense: 
Uniform  National  Discharge  StandardB  for  Vesaels  of  the 
Armed  Forces  (Parts  1700—1799) 

Title  41— Public  Contracts  and  Property  Managenient 

Subtitle  B— Other  Provisions  Relating  to  Public  Contracts 

50  Public  Contracts,  Department  of  Labor  (Parts  50-1 — 50-999) 

51  Committee  for  Purchase  From  People  Who  Are  Blind  or  Severely 

Disabled  (Parts  51-1^1-99) 

GO    Office  of  Federal  Contract  Compliance  Programs,  Equal  Employ- 
ment Opportunity,  Department  of  LalKxr  (Parts  flO-l-— 60-809) 

61    Office  of  the  AssiBtant  Secretary  for  Veterans*  Employment  and 
Training  Service,  Department  of  Labor  (Parts  61-1—61-960) 

Subtitlk  C— Federal  Property  Manaqebient  Regulations 
System 

101  Federal  Property  BCanagement  Regulations  (Parts  101-1—101-99) 

102  Federal  Management  Regulation  (Parts  102-1—102-209) 

106    General  Services  Administration  (Parts  105-1—106-990) 

109  Department  of  Energy  Property  Management  Regulations  (Parts 
109-1—100-90) 

114    Department  of  the  Interior  (Parts  114-1—114-00) 

116    Environmental  Protection  Agency  (Parts  116-1—116-09) 

128    Depsftment  of  Justice  (Parts  128-1—126-99) 

SuBTn  Lt:  D— Other  Provisions  RELATiNa  to  Propertt  Manage- 
ment CEIesbrvbd] 

Subtitle  E— Federal  Information  Rbsourcsbs  Management 

Regulations  System 

201    Federal  Information  Resources  Management  Regulation  (Parts 

201-1—201-99)  [Reserved] 

Subtitle  F— Federal  Travel  Regulation  System 

300  General  ( Parts  300-1—300-99) 

301  Temporary  Duty  (TDY)  Travel  Allowances  (Parts  301-1—301-99) 

302  Relocation  Allowances  (Parts  302-1—302-99) 

303  Payment  of  Expenses  Connected  with  the  Death  of  Certain  Em- 

ployees (Part  303-70) 

304  Payment  from  a  Non-Federal  Source  for  Travel  Expenses  (Parts 

804-1—804-09) 

THto  42— Public  HMHh 

I    Public  Health  Service,  Deiiartment  of  Health  and  Human  Serv- 
ices (Parts  1—199) 

IV    CSenters  for  Medicare  &  Medicaid  Services,  Department  of  Health 

and  Human  Services  (Parts  400—499) 

V    Office  of  Inspector  General-Health  Care,  Department  of  Health 
and  Human  Services  (Parts  1000—1999) 
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SUBTITLB  A— OFFIGB  OP  THB  SBCRBTABY  OF  IBB  IMTBRIOR  (PABT8 
1—190) 

SUBTITLB  B— RBGULATIONS  RBLATING  TO  PUBUO  LANDS 

I    Bureau  of  B60lfcinatlon«  Department  of  the  Interior  (Parte  200— 
400) 

n    Bureau  of  Land  Management,  Department  of  the  Interior  (Parte 

1000—9999) 

ni    Utah  Reclamation  Miti£:ation  and  Conservation  CommisBion 
(Parte  10000—10006) 

THIe  44— Emeig«ney  Monogmul  and  AsoWonM 

I    Federal  Emergency  Management  Agency  (Parte  0—809) 

IV    Department  of  Commerce  and  Department  of  Tranaportatlon 
(Parte  40(^-480) 

Title  45— Public  WeHdra 


Subtitle  a— Department  of  Health  and  Human  Services 
(Parts  1— 180) 

SOBTTTLB  B— REGULATIONS  RELATZNO  TO  PUBUC  WftLFARB 

n  Oflloe  of  Family  Assistance  (Assistance  Programs),  Administra- 
tion for  Children  and  Families,  Department  of  Health  and 

Human  Services  (Parts  200—290) 

ni  Office  of  Child  Support  Enforcement  (Child  Support  Enforce- 
ment Program),  Administration  for  Cliildren  and  Families, 
Department  of  Health  and  Homan  SendceB  (Parte  800—000) 

IV  Office  of  Refugee  Resettlement,  Administration  for  Children  and 
Families  Department  of  Health  and  Human  Services  (Parte 
400-^) 

y    Foreign  Claims  Settlement  Commission  of  the  United  States, 

Department  of  Justice  (Parts  500 — 599) 

VI     National  Science  P'oundation  (Parts  600—699) 

VII     Commission  on  Civil  Rigrhts  (Parts  700—799) 

Vni     Office  of  Personnel  Management  (  Parts  800—899) 

X  Office  of  Community  Services,  AdmlniHtration  for  Children  and 
Families,  Department  of  Health  and  Human  Services  (Parts 
1000-1000) 

XI  National  Foundation  on  the  Arte  and  the  HnmanitieB  (Parte 
1100—1100) 

xn    Corporation  for  National  and  Ck>mmnnity  Service  (Parte  1200— 

1299) 

Xm    Office  of  Human  Development  Sei-vices,  Department  of  Health 

and  Human  Services  (Parts  1300—1399) 

XVI     Legal  Services  Corporation  (Parts  1600—1699) 

XVII    National  Commission  on  Libraries  and  Information  Science 
(Parte  1700-1700) 

XVm    Harry  S.  Traman  Scholarship  Foundation  (Parte  1000—1000) 

XXI    GonmiiBsion  on  Fine  Arte  (Parte  2100—2100) 
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THto  45-Public  WoNdf^-ContinuMl 

CHutp. 

AAiii    Arctic  ReBearch  Oommiaaioii  (Part  2901) 

XXIV    James  Madison  Memorial  Fellowship  Foimdation  (Parts  2400— 
2480) 

XXV    Corporation  for  National  and  Community  Service  (Parts  2600— 

2599) 

Title  46— Shipping 

I     Coast  Guard.  Department  of  Transportation  (Parts  1 — 199) 

n    Maritime  Administration,  Department  of  Transportation  (Parts 
200-880) 

m    Coast  Onard  (Great  Lakes  Pilotage),  Department  of  Transpor- 
tation (Parts  400-^98) 

IV    Federal  liaritime  Commission  (Parts  600—698) 

Wm  47— Telecommunication 

I     Federal  Communications  Commission  (Parts  0 — 199) 

n    Office  of  Science  and  Technology  Policy  and  National  SecurilQr 

Council  (Parts  20(V— 299) 

III    National  Telecommunications  and  Information  Administration, 
Department  of  Commerce  (Parts  300—888) 

TWe  48— Federal  Acquisition  Regulations  System 

1  Federal  Acquisition  Regulation  (Parts  1—88) 

2  Department  of  Defense  (Parts  200—290) 

8  Department  of  Health  and  Hunan  Services  (Parts  800—888) 

4  Department  of  Agriculture  (Parts  400-499) 

6  (Seneral  Services  Administration  (Parts  600— M) 

6  Department  of  State  (Parts  000—688) 

7  United  States  Agency  for  International  Development  (Parts 

700—799) 

8  Department  of  Veterans  Affairs  (Parts  800—888) 

9  Department  of  Bnergy  (Parts  900—899) 

10  Department  of  the  Treasury  (Parts  1000—1088) 

12  Department  of  Transportation  (Parts  120(^1299) 

13  Department  of  Commerce  (Parts  1300—1800) 

14  Department  of  the  Interior  (Parts  1400—1488) 

16  Bnviromnental  Protection  Agency  (Parts  1600—1688) 

16  Office  of  Personnel  Management  Federal  Employees  Health  Ben- 

efits Acquisition  Regulation  (Parts  16(X)— 1699) 

17  Office  of  Personnel  Management  (Parts  1700—1799) 

18  National  Aeronautics  and  Space  Administration  (Parts  1800— 

1899) 

19  Broadcasting  Board  of  Governors  (Parts  1900—1999) 

20  Nuclear  Regulatory  Commission  (Parts  2000—2099) 
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21    Oflloe  of  Peraoimel  Management,  Federal  Bmi^oyees  Gronp  Ufe 
Insuranoe  Federal  Acquisition  Begolation  (Parts  2100—2199) 

23  Social  Security  Administration  (Parts  2800—2399) 

24  Department  of  Housing  and  Urban  Develojnnent  (Parts  2400— 

2499) 

25  National  Science  Foundation  (Parts  2500—2699) 

28  Department  of  Justice  (Parts  2800—2899) 

29  Departnient  of  Labor  (Parts  2900—2999) 

34  Department  of  Education  Acquisition  Regulation  (Parts  3400— 

3499) 

35  Panama  Canal  Commission  (Parts  3500—3599) 

44     Federal  Emergency  Management  Agency  (Parts  4400-  4499) 

51     Department  of  the  Army  Acquisition  Regulations  (Parts  5100 — 
6199) 

62  Department  of  the  Navy  Acqnisition  Regnlatlons  (Parts  520O— 

6290) 

68    Department  of  the  Air  Force  Federal  Acquisition  Regulation 

Supplement  ( Parts  5300—5399 1 

54     Defense  Logistics  Aarency.  Department  of  Defense  (Part  5462) 
57     African  Development  Foundation  (Parts  5700—5799) 

61    General  Services  Administration  Board  of  Contract  Appeals 

(Parts  6100—6199) 

63  Department  of  Transportation  Boai'd  of  Contract  Appeals  (Parts 

6800-6899) 

99    Cost  Accouiting  Standards  Board,  Office  of  Federal  Procure- 
ment Policy,  Office  of  Bfanagement  and  Budget  (Parts  9900— 

9999) 


Title  49~Tran$portation 

Subtitle  A— Office  op  the  Secretary  of  Transportation 
(Parts  1—99) 

SUBTrriiE  B— Other  Regulations  Rklatino  to  Transportation 

I    Research  and  Special  Programs  Administration,  Department  of 

Transportation  (Parts  100—199) 

II    Federal  Railroad  Administration,  Department  of  Transportation 

(Parts  200-  299) 

ni    Federal  Motor  Carrier  Safety  Administration,  Department  of 
Transportation  (Parts  300—399) 

IV    Ooast  Guard,  Department  of  Transportation  (Parts  400 — 499) 

V    National  Highway  Traffic  Safety  Administration,  Department  of 
IVansportation  (Parts  600—699) 

VI    Federal  Transit  Administration,  Department  of  Transportation 
(Parts  600— 699) 

vn    National  Railroad  Passenger  Corporation  (AMTRAK)  (Parts 

700-799) 

Vni     National  Transportation  Safety  Board  (Parts  800— 999> 

X    Surface  Transportation  Board.  Department  of  Transportation 
(Parts  1000—1399) 
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Title  49— Transportation— Continued 

Chap. 

XI  Buiean  of  Transportation  Statistics,  Department  of  Transpor- 
tation (Parts  1400-1489) 

Xn    Transportation  Security  Administration,  Department  of  Trans- 
portation (Parts  1500—1599) 

Title  50— Wildlife  and  Fistieriet 

I    United  States  Fish  and  Wildlife  Service,  Department  of  the  Inte- 
rior (Parts  1—190) 

n  National  Marine  Fisheries  Service.  National  Oceanic  and  Atmos- 
pheric Administration,  Department  of  Conuneroe  (Parts  200— 
299) 

m    International  Fishing  and  Related  Activities  (Parts  300—399) 

IV  Joint  Regrulations  (United  States  Fish  and  Wildlife  Service.  De- 
partment of  the  Interior  and  National  Marine  Fisheries  Serv- 
ice, National  Oceanic  and  Atmospheric  Administration,  De- 
partment of  Conunerce);  Endangered  Species  Committee  Regr- 
ulations (Parts  400—499) 

V    Itfarine  Mammal  Commission  (Parts  500—600) 

VI  Fishery  Conservation  and  Manafirement,  National  Oceanic  and 
Atmospheric  Administration,  Department  of  Commerce  (Parts 

600—699) 

CFR  Index  and  Finding  Aids 

Subject/Agency  Index 

Ldst  of  Agency  Prepared  Indexes 

Parallel  Tables  of  Statutory  Authorities  and  Rules 

List  of  CFR  Titles,  Chapters,  Subchapters,  and  Parts 

Alphabetical  List  of  Agencies  Appearing  in  the  CJPR 
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Alphabetical  Ust  of  Agencies  Appearing  In  the  CFR 

(RtvlMd  Oi  of  Jomiaiy  1. 20031 

OFB  Title.  SubtlUe  or 
Agency  duiitar 

Administrative  Committee  of  the  Federal  Register  1. 1 

Advanced  Research  Projects  Agency  32, 1 

Advisory  Council  on  Historic  Preservation  36,  Vm 

African  Development  Foundation  22.  XV 

Federal  Acquisition  Regulation  48.  57 

Agency  for  International  Development,  United  States  22,  II 

Federal  Acquisition  Regulation  48,  7 

Agricultural  Marketing  Service  7, 1,  IX,  X,  XI 

Agricultural  Research  Service  7,  V  

Agrlcolture  Department  6,  T.xxm 

Agricultural  Marketing  Service  7. 1,  IX,  X,  XI 

Agricultural  Research  Service  7,  V 

Animal  and  Plant  Health  Inspection  Service  7.  HI;  9, 1 

Chief  Financial  Officer.  Offtce  of  7.  XXX 

Commodity  Credit  Corporation  7,  XIV 

Cooperative  State  Research,  Education,  and  Extension  7,  XXXIV 
Service 

Economic  Research  Servloe  7.  XXXVn 

Energy.  Office  of  7.  XXIX 

Environmental  Quality.  Office  of  7.  XXXI 

Farm  Service  Agency  7,  VII,  XVm 

Federal  Acquisition  Regulation  48,  4 

Federal  Crop  Insurance  Corporation  7.  IV 

Food  and  Nutrition  Service  7,  II 

Food  Safety  and  Inspection  Service  9,  m 

Foreign  Agricultural  Service  7.  XV 

Forest  Service  36,  n 

Grain  Inspection,  Packers  and  Stockyards  Administration  7,  VTH;  9,  n 

Information  Resources  Management,  Office  Of  7.  XXVII 

Inspector  General,  Office  of  7,  XXVI 

National  Agricultural  Library  7.  XLI 

National  Agricultural  Statistics  Service  7.  XXXVI 

Natural  Resources  Conservation  Service  7.  VI 

Operations,  Office  of  7,  XXVm 

Procurement  and  Property  Management,  Ofdoe  of  7,  XXXII 

Rural  Business-Cooperative  Service  7,  XVIII,  XLII 

Rural  Development  Administration  7.  XLII   

Rural  Housing  Service  7.  XVIH.  XXXV 

Rural  Telephone  Bank  7,  XVI  

Raral  TTtllltles  Servloe  7,  XVn.  XVlii,  ZUI 

Secretary  of  Agriculture,  Office  of  7.  Subtitle  A 

Transportation,  Office  of  7.  XXXm 

World  Agricaltnral  Outlook  Board  7.  XXXVUl 

Air  Force  Department  32,  VTI 

Federal  Acquisition  Regulation  Supplement  48,  53 

Alcohol.  Tobacco  and  Firearms,  Bureau  of  37, 1 

AMTRAK  49.  VII 

American  Battle  Monuments  Commission  36.  IV 

American  Indians,  Office  of  the  Special  Trustee  25,  Vn 

Animal  and  Plant  Health  Inspection  Service  7.  in;  9, 1 

Appalsohian  Regional  Commission  5,  IX 

Architectural  and  Transportation  Barriers  Compliance  Board  36,  n 

Arctic  Reeearoh  Commission  46,  XXlii 
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CFR  Title.  SnbtlUe  or 
Agenoy  Ohiipter 

Anned  Forces  Retirement  Home  5,  XI 

Army  Department  32.  V 

Bnirineers,  Corps  of  33.  II;  36.  in 

FedMBi  Acquisition  Reflation  48, 51 

Benefits  Review  Board  20,  VH 

Bilingxial  Education  and  Minority  Languages  Affairs,  Office  of  34,  V 

Blind  or  Severely  Disabled,  Committee  for  PorobaBe  From  41, 51 

People  Who  Are 

Broadcasting  Board  of  Governors  22,  V 

Federal  Aoquisition  Regulation  48, 19 

Census  Bureau  16, 1 

Centers  for  Medicare  &  Medicaid  Services  42,  TV 

Central  Intelllgrence  Ag<ency  33.  XIX 

Chief  Financial  Offloei'.  Office  of  7.  XXX 

Child  Support  Enforcement.  Office  of  45,  III 

Children  and  Families.  Administration  for  46.  n,  m,  IV,  X 

Civil  Rights,  Commission  on  45.  vn 

Civil  Rights,  Office  for  34. 1 

Coast  Guard  3S,  I;  46, 1;  48,  IV 

Coast  Guard  (Great  Lakes  Pilotage)  46.  Ill 

Commerce  Department  44.  IV 

Census  Burean  15, 1 

Economic  Affairs.  Under  Secretary  37,  V 

Economic  Analysis.  Bureau  of  15,  Vm 

Economic  Develoinnent  Administration  IS,  in 

Emerfjency  Manasrement  and  Assistance  44.  TV 

Federal  Acquisition  Regulation  48. 13 

Fishery  Conservation  and  Management  50.  VI 

Foreign-Trade  Zones  R)ard  15.  IV 

Industry  and  Security,  Bureau  of  15,  vn 

International  Trade  Administration  15,  m;  19.  m 

National  Institute  of  Standards  and  Technology  15.  II 

National  Marine  Fisheries  Service  50,  II,  IV.  VI 

National  Oceanic  and  Atmospheric  Administration  15.  IX:  50,  U.  III.  IV,  VI 

National  Telecommnnioations  and  Information  16.  XXIII;  47.  m 
Administration 

National  Weather  Service  15,  IX 

Patent  and  Trademark  Office.  United  States  37,  I 

Productivity,  Technology  and  Innovation,  Assistant  37.  IV 
Secretary  for 

Secretary  of  Commerce,  Office  of  16.  Subtitle  A 

Technology,  Under  Secretary  for  87.  V 

Technology  Administamtion  16.  XI 

Technologry  Policy.  Assistant  Secretary  for  37.  IV 

Commercial  Space  Transportation  14,  III 

Commodity  Credit  Corporation  7.  XTV 

Commodity  Futures  Trading-  Commission  5.  XLI;  17. 1 

Community  Planning  and  Development,  Office  of  Assistant  24.  V.  VI 
Secretary  for 

Community  Services,  Office  of  45,  X 

Comptroller  of  the  Currency  12, 1 

Construction  bdnstry  Collective  Bargaining  Commission  29.  IX 

Consumer  Product  Safety  Commission  5.  LXXI:  16.  II 

Cooperative  State  Research,  Education,  and  Extension  7,  XXXIV 
Service 

Copyright  Office  37.  IT 

Corporation  for  National  and  Community  Service  45,  XU,  XXV 

Cost  Accounting  Standards  Board  48.  99 

Council  on  Environmental  Quality  40,  V 

Court  Services  and  Offender  Supei-vision  Agency  for  the  28.  Vill 

District  of  Columbia 

Customs  Service.  United  States  19,  I 

Defense  Contract  Audit  Agency  32, 1 

Defense  Department  6,  XXVI;  88,  Subtitle  A; 

40.  vn 

Advanced  Research  Projects  Agency  32. 1 

Air  Force  Department  38.  vn 
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Army  Department  82,  V;  33,  n;  36,  m«  48. 

61 

Defense  Intelligence  Agency  32. 1 

Defense  Lofristics  Ajjency  32.  I.  XII:  48.  54 

Engineers.  Corps  of  33,  II;  36.  UI 

Federal  AcqaislUon  Regulation  48,  2 

National  Imagery  and  Mf^n^ng  Agency  82, 1 

Navy  Department  82,  VI;  48.  52 

Secretary  of  DeliBDBe,  Office  of  82, 1 

Defense  Contract  Audit  Agrency  32. 1 

Defense  Intelligence  Agency  32, 1 

Defense  Loglttice  Agency  88,  xn;  48,  M 

Defense  Nuclear  Facilities  Safety  Board  10.  XVII 

Delaware  River  Basin  Commission  18,  III 

District  of  Colombia.  Gk>nrt  Services  and  Offender  Supervision  28.  vm 
AiB"ency  for  the 

Drug  Enforcement  Administration  21,  U 

East-West  Fmrelgn  Trade  Board  15,  xm 

Economic  Aftalrs.  Under  Secretary  87.  V 

Economic  Analysis,  Bureau  of  15.  VIII 

Economic  Development  Administration  18.  m 

Economic  Research  Service  7.  XXX\TI 

Education,  Department  of  5.  LIII 

Bilingual  Edncation  taoA  Iflnorlty  Languages  AfSalrs,  Office  84,  V 
of 

CivU  Rights,  Office  for  34. 1 

Bdncatiooal  Research  and  Improvement,  Office  of  84,  vn 

Elementary  and  Secondary  Education,  Office  of  84,  n 

Federal  Acquisition  Regulation  48,  84 

Postsecondary  Education,  Office  of  84.  VI 

Secretary  of  Education,  Office  of  34.  Subtitle  A 

Special  Education  and  Rehabilitative  Services,  Office  of  34.  Ill 

Vocational  and  Adult  Education,  Office  of  84,  IV 

Educational  Research  and  Improvement.  Office  of  84,  Vn 

Elementary  and  Secondary  Education,  Office  of  84,  II 

Emergency  Oil  and  Oas  Guaranteed  Loan  Board  18,  V 

Emerg'ency  Steel  Guai  antee  Loan  Board  13,  IV 

Employees'  Compensation  Appeals  Board  20,  IV 

Employees  Loyalty  Board  6,  V 

Employment  and  Training  Administration  20,  V 

Employment  Standards  Administration  20,  VI 

Endangered  Species  Oommlttee  60,  IV 

Energy,  Department  of  5,  XXIII;  10, 11,  IH,  X 

Federal  Acquisition  Regulation  48,  9 

Federal  Energy  Regulatory  Oommission  5,  XXIV;  18, 1 

Prupei  ty  Management  Regulations  4i,  109 

Energy,  Office  of  7,  XXIX 

Engineers,  Corps  of  S3,  n:  36,  m 

Engraving  and  Printing-.  Bureau  of  31.  VI 

Environmental  Protection  Agency  5,  LIV;  40, 1,  IV,  VII 

Federal  Acquisition  Regulation  48.  15 

Proi>erty  Management  Reg-ulations  41,  115 

Environmental  QuaUty,  Office  of  7.  XXXI 

Bqual  Employment  Opportunity  Commission  6.  LXn:  29,  XTV 

Equal  Opportunity.  Office  of  Assistant  Secretary  fOT  84, 1 

Executive  Office  of  the  President  8, 1 

Administration,  Office  of  6,  XV 

Environmental  Quality.  Council  on  40,  V 

Management  and  Budget.  Office  of  5.  lU.  LXXVH;  14,  VI; 

48.99 

National  Drug  Control  Policy,  Office  of  21,  III 

National  Security  Council  32.  XXI:  47,  2 

Presidential  Documents  3 

Science  and  Technology  Policy.  Office  of  32.  XXIV;  47, 11 

Trade  Representative,  Office  of  the  United  States  15.  XX 

Export-Import  Bank  of  the  United  States  5.  LII;  12.  IV 

Family  Assistance,  Office  of  46,  n 
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Federal  EUectlon  Commission 

11,  I 
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Federal  Energy  Regulatory  Commission 

0,  iUUV;  18. 1 
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Federal  Management  Regulation 
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